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Presidential Documents

Title 3—

The President

[FR Doc. 2022-06275
Filed 3-22-22; 8:45 am)]
Billing code 4710-10-P

Memorandum of March 16, 2022

Delegation of Authority Under Section 506(a)(1) of the For-
eign Assistance Act of 1961

Memorandum for the Secretary of State

By the authority vested in me as President by the Constitution and the
laws of the United States of America, including section 621 of the Foreign
Assistance Act of 1961 (FAA), I hereby delegate to the Secretary of State
the authority under section 506(a)(1) of the FAA to direct the drawdown
of up to an aggregate value of $800 million in defense articles and services
of the Department of Defense, and military education and training, to provide
assistance to Ukraine and to make the determinations required under such
section to direct such a drawdown.

You are authorized and directed to publish this memorandum in the Federal

i~

THE WHITE HOUSE,
Washington, March 16, 2022
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[FR Doc. 2022-06277
Filed 3-22-22; 8:45 am)]
Billing code 4710-10-P

Presidential Documents

Memorandum of March 16, 2022

Delegation of Authority Under Section 552(c)(2) of the For-
eign Assistance Act of 1961

Memorandum for the Secretary of State

By the authority vested in me as President by the Constitution and the
laws of the United States of America, including section 621 of the Foreign
Assistance Act of 1961 (FAA), I hereby delegate to the Secretary of State
the authority under section 552(c)(2) of the FAA to direct the drawdown
of up to $10 million in commodities and services from the inventory and
resources of any agency of the United States Government to provide assist-
ance to Ukraine and to make the determinations required under such section
to direct such a drawdown.

You are authorized and directed to publish this memorandum in the Federal

i~

THE WHITE HOUSE,
Washington, March 16, 2022
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Presidential Documents

Proclamation 10349 of March 18, 2022

National Poison Prevention Week, 2022

By the President of the United States of America

A Proclamation

Each year, more than 2 million poisoning cases are reported in the United
States—some of which are tragically fatal, but many of which are preventable.
While we have made great strides in the decades since National Poison
Prevention Week was first observed 60 years ago—including a decline in
unintentional poisoning—poisoning remains a risk, especially for children
and older Americans. During National Poison Prevention Week, we raise
awareness about the dangers posed by poisonous substances, precautions
people can take to prevent an incident, and how to respond in a poison
emergency.

Each year, an average of 31 children die from unintended poisonings at
home, and an estimated 75,000 children under the age of five end up
in hospital emergency departments from poisoning. Approximately 85 per-
cent of unintentional poisonings take place in the home where medicines
and harmful chemicals are stored.

To prevent children from unintentionally ingesting poisonous household
products, it is important to keep these products out of their sight and
beyond their reach. Items such as hand sanitizer, laundry detergent, medica-
tions, coin cell batteries, cleaning products, and liquid nicotine should be
stored in child-resistant packaging. Medications should be safely secured,
and if unused, properly discarded. For elderly Americans—particularly those
who may have become isolated due to the pandemic—it is important that
household products are secured in their original packaging and that medica-
tions are clearly labeled to avoid accidental ingestion or the mistaking of
medications.

Health professionals working around the clock and responding to millions
of calls each year at poison control centers are critical to our Nation’s
response. They not only help the public in need of assistance or information,
they are also a tremendous asset to health care providers, health departments,
law enforcement, and first responders.

If you suspect that you or someone else has been poisoned, do not wait
for signs of poisoning. Immediately call the Poison Control Help line at
800-222-1222. For more information, go to poisonhelp.hrsa.gov.

Poison awareness, control, and education are essential to saving lives. During
National Poison Prevention Week, we recommit to raising awareness about
the dangers of accidental poisonings and taking the necessary precautions
to prevent and respond quickly to these incidents and protect our loved
ones.

To encourage Americans to learn more about the dangers of unintentional
poisonings and to take appropriate preventive measures, on September 26,
1961, the United States Congress, by joint resolution (75 Stat. 681), authorized
and requested the President to issue a proclamation designating the third
week of March each year as ‘“National Poison Prevention Week.”

NOW, THEREFORE, I, JOSEPH R. BIDEN JR., President of the United States
of America, do hereby proclaim March 20 through March 26, 2022, to
be National Poison Prevention Week. I call upon all Americans to observe
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[FR Doc. 2022-06248
Filed 3-22-22; 8:45 am)]
Billing code 3395-F2-P

this week by taking actions to safeguard their families and friends from
poisonous products, chemicals, and medicines often found in our homes,

and to raise awareness of these dangers to prevent accidental injuries and
deaths.

IN WITNESS WHEREOQOF, I have hereunto set my hand this eighteenth day
of March, in the year of our Lord two thousand twenty-two, and of the
Independence of the United States of America the two hundred and forty-

e
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This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents.

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 205

[Document Number AMS-NOP-19-0102;
NOP-19-05]

RIN 0581-AD93

National Organic Program; National
List of Allowed and Prohibited
Substances—Crops and Handling
From October 2019 NOSB

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Final rule.

SUMMARY: This rule amends the National
List of Allowed and Prohibited
Substances (National List) section of the
United States Department of
Agriculture’s (USDA) organic
regulations to implement
recommendations submitted to the
Secretary of Agriculture (Secretary) by
the National Organic Standards Board
(NOSB). This rule allows the following
substances for organic production:
potassium hypochlorite to treat
irrigation water used in organic crop
production and fatty alcohols for sucker
control in organic tobacco production.
This rule also removes the listing for
dairy cultures, as it is redundant with
an existing listing.

DATES: This rule is effective on April 22,
2022.

FOR FURTHER INFORMATION CONTACT:
Jared Clark, Standards Division,
National Organic Program. Telephone:
(202) 720-3252.

SUPPLEMENTARY INFORMATION:

I. Background

On December 21, 2000, the Secretary
established the Agricultural Marketing
Service’s (AMS) National Organic
Program (NOP) and the USDA organic
regulations (65 FR 80547, December 21,
2000). Within the USDA organic
regulations (7 CFR part 205) is the

National List of Allowed and Prohibited
Substances (or ‘“National List”’). The
National List identifies the synthetic
substances that may be used and the
nonsynthetic (natural) substances that
may not be used in organic crop and
livestock production. It also identifies
the nonorganic substances that may be
used in or on processed organic
products.

AMS is finalizing three amendments
to the National List in accordance with
the procedures detailed in the Organic
Foods Production Act of 1990 (OFPA) (7
U.S.C. 6501-6524). OFPA establishes
what may be included on the National
List and the procedures that the USDA
must follow to amend the National List
(7 U.S.C. 6517). OFPA also describes the
NOSB’s responsibilities in proposing
amendments to the National List,
including the criteria for evaluating
amendments to the National List (7
U.S.C. 6518).

To remain on the National List,
substances must be: (1) Reviewed every
five years by the NOSB, a 15-member
federal advisory committee; and (2)
renewed by the Secretary (7 U.S.C.
6517(e)). This action of NOSB review
and USDA renewal is commonly
referred to as the “sunset review” or
“sunset process.” AMS published
information about this process in the
Federal Register on September 16, 2013
(78 FR 56811). The sunset date (i.e., the
date by which the Secretary must renew
a substance for the listing to remain
valid on the National List) for each
substance is included in the NOP
Handbook (document NOP 5611). The
first sunset date for the substances
added to the National List in this final
rule will be five years from the effective
date in the DATES section of this final
rule above.

This final rule adds potassium
hypochlorite and fatty alcohols to the
National List. Once the final rule
becomes effective, producers of organic
crops will be allowed to use these
substances in organic production. The
permitted use of each substance is
discussed in detail in “Overview of
Amendments.” This final rule also
removes the listing for dairy cultures in
7 CFR 205.605(a). This removal will not
affect the allowance of dairy cultures in
organic production and organic
products as they will continue to be
allowed under the microorganisms
listing in 7 CFR 205.605(a).

II. Overview of Amendments

This rule adds potassium
hypochlorite and fatty alcohols to the
National List for use in organic crop
production. This rule also removes
dairy cultures from the National List,
but their allowance is continued
through the microorganisms listing.
Additional background on the petitions
and the NOSB’s review of the
substances may be found in the
proposed rule (86 FR 15800, March 25,
2021).

During a 60-day comment period that
closed on May 24, 2021, AMS received
six comments on the proposed rule. See
below for a discussion of the comments
received and AMS’s responses to
comments. Comments can be viewed
through Regulations.gov. Use the search
area on the homepage at https://
www.regulations.gov to enter a keyword,
title, or docket ID (the docket folder for
this rule is AMS—-NOP-19-0102).

Potassium Hypochlorite (§ 205.601)

The final rule amends the National
List to add potassium hypochlorite to 7
CFR 205.601 as a synthetic, chlorine-
based sanitizer allowed for use in
organic crop production. This
amendment allows use of potassium
hypochlorite in organic crop production
for the purposes of cleaning irrigation
equipment and treating irrigation water.

AMS is finalizing this amendment to
the National List, as recommended by
the NOSB, to provide organic farmers an
additional tool for treating irrigation
water and cleaning irrigation
equipment, which the U.S. Food and
Drug Administration (FDA) requires to
promote food safety (21 CFR part 112
subpart E). Potassium hypochlorite
provides an alternative to sodium
hypochlorite, which may cause sodium
accumulation in soil with repeated use
(sodium hypochlorite is allowed for use
at 7 CFR 205.601(a)(2)(iv)).

NOSB Review and Recommendation

Following receipt of a petition in
November 2018, the NOSB
recommended adding potassium
hypochlorite to the National List in

1“Petition to Add Synthetic Substance to
National List,” Potassium Hypochlorite Solution,
November 2018, https://www.ams.usda.gov/sites/
default/files/media/
PotassiumHypochloritePetition.pdf.


https://www.ams.usda.gov/sites/default/files/media/PotassiumHypochloritePetition.pdf
https://www.ams.usda.gov/sites/default/files/media/PotassiumHypochloritePetition.pdf
https://www.ams.usda.gov/sites/default/files/media/PotassiumHypochloritePetition.pdf
https://www.regulations.gov
https://www.regulations.gov

16372

Federal Register/Vol. 87, No. 56/ Wednesday, March 23, 2022/Rules and Regulations

October 2019.2 In their evaluation of
potassium hypochlorite, the NOSB
considered comments from the public
and the petition itself. The NOSB
discussed the petition to amend the
National List in subcommittee calls and
at its public meeting in October 2019.3

After their evaluation, the NOSB
concluded that adding potassium
hypochlorite to the National List is
consistent with evaluation criteria in the
OFPA (7 U.S.C. 6518(m)). The NOSB
found that use of potassium
hypochlorite for irrigation water
treatment and cleaning of irrigation
equipment would be compatible with
organic crop production, providing
additional use benefits over sodium
hypochlorite (e.g., no accumulation of
sodium in soil). The NOSB noted that
potassium hypochlorite also provides an
additional tool for organic farmers to
meet the requirements of the FDA Food
Safety Modernization Act (FSMA, Pub.
L. 111-353).

AMS Review

AMS concludes that the addition of
potassium hypochlorite to the National
List is consistent with the three
requirements of the OFPA (7 U.S.C.
6517(c)(1)(A)). First, when used as
labeled for irrigation purposes, the
substance is not harmful to human
health or the environment. Second, it is
necessary because of the absence of
wholly natural substitute products. And
third, it is consistent with organic
farming. This amendment follows the
NOSB recommendation according to the
procedures established in the OFPA (7
U.S.C. 6517(d)).

Comments Received and AMS’s
Response

AMS received two comments in
response to the proposed listing of
potassium hypochlorite. The subjects of
these comments and responses from
AMS are covered in this section. AMS
is changing the final listing of potassium
hypochlorite in response to one of these
comments and to better clarify its use in
organic crop production.

Unintentional use allowance. One
commenter expressed concern that the
annotation, as proposed, would allow
additional uses outside those petitioned
and recommended by the NOSB. Some
additional uses identified are boot

2““Formal Recommendation from National
Organic Standards Board (NOSB) to the National
Organic Program (NOP),” Potassium Hypochlorite,
October 25, 2019, https://www.ams.usda.gov/sites/
default/files/media/CSPotassiumHypochlorite.pdf.

3 Written and oral public comments submitted for
the Fall 2019 NOSB Meeting are available at https://
www.ams.usda.gov/event/national-organic-
standards-board-nosb-meeting-pittsburgh-pa.

sanitizers, tool sanitation, cleaning of
planting trays and pots, and reduction
of biofilms.

AMS did not intend for additional
allowances beyond managing irrigation
water and equipment. To address this,
AMS is finalizing the addition of
potassium hypochlorite as the NOSB
originally proposed. The finalized
annotation will read “for use in water
for irrigation purposes.”

Not eligible for addition. One
commenter asserted that potassium
hypochlorite does not meet the criteria
outlined in OFPA for the addition of a
synthetic substance to the National List.
The comment states the addition of
potassium hypochlorite poses adverse
impacts on human health and the
environment, is not essential in organic
production, and is incompatible with
organic production.

NOSB must consider the above
criteria when evaluating substances for
inclusion on the National List (7 U.S.C.
6518(m)). NOSB considered and
discussed these criteria during their Fall
2019 meeting 4 and in their formal
recommendation for rulemaking.5 AMS
must also consider similar criteria when
adding synthetic substances to the
National List, which AMS discussed in
the proposed rule preceding this action
(86 FR 15800). Both reviews by NOSB
and AMS determined potassium
hypochlorite meets the criteria for
National List addition as described in
the sections NOSB REVIEW AND
RECOMMENDATION and AMS
REVIEW.

Fatty Alcohols (§205.601)

This final rule amends the National
List to add fatty alcohols (Cs, Cs, Cio,
and/or Ci,) to § 205.601(k) as a synthetic
substance allowed for use as sucker
(secondary stems) control in organic
tobacco production. The fatty alcohol
designations Ce, Cs, Cio, and Ci»
correspond to 1-hexanol, 1-octanol, 1-
decanol, and 1-dodecanol.

Fatty alcohols can be derived from
fats or oils (most commonly coconut oil,
palm kernel oil, lard, tallow, rapeseed
oil, soybean oil, and corn oil) or from
petroleum products. Applying fatty
alcohols to tobacco plants, generally in
the presence of a surfactant, selectively
kills or inhibits sucker growth. Fatty
alcohols are necessary to provide a safer

4 “National Organic Standards Board Meeting—
Pittsburgh, PA,” USDA, Agricultural Marketing
Service, https://www.ams.usda.gov/event/national-
organic-standards-board-nosb-meeting-pittsburgh-
pa.

5 “Formal Recommendation from National
Organic Standards Board (NOSB) to the National
Organic Program (NOP),” Potassium Hypochlorite,
October 25, 2019, https://www.ams.usda.gov/sites/
default/files/media/CSPotassiumHypochlorite.pdf.

and effective method of de-suckering
tobacco plants. Without an allowance
for fatty alcohols, farmers would need to
rely on manual sucker removal, which
would potentially expose workers to
nicotine poisoning.® Removal of suckers
facilitates growth of the harvestable
leaves, reduces pest pressure, and
increases crop yield.

NOSB Review and Recommendation

Following receipt of a petition in
December 2018,” the NOSB
recommended adding fatty alcohols to
the National List in October 2019.8 In
the NOSB’s evaluation of fatty alcohols,
the NOSB considered comments from
the public, a previously commissioned
technical report,® and the petition itself.
The NOSB discussed this petition in
subcommittee calls and at its public
meeting in October 2019.10

After their evaluation, the NOSB
concluded that adding fatty alcohols to
the National List is consistent with the
evaluation criteria in the OFPA (7
U.S.C. 6518(m)). The NOSB found that
use of fatty alcohols for sucker removal
is essential for organic crop production,
providing a tool to effectively inhibit
sucker growth without exposing
workers to the potential health impacts
associated with manual desuckering.
Additionally, the NOSB acknowledged
fatty alcohols readily break down in the
environment.

AMS Review

AMS concluded that the addition of
fatty alcohols to the National List is
consistent with the requirements in the
OFPA (7 U.S.C. 6517(c)). First, when
used as labeled for desuckering
purposes, the substance is not harmful
to human health or the environment.
Second, it is necessary because of the
absence of wholly natural substitute
products. And third, due to its natural
source material and being easily

6 “Green Tobacco Sickness,” U.S. Department of
Labor, Occupational Safety and Health
Administration, https://www.osha.gov/green-
tobacco-sickness.

7 “Fatty Alcohols for use on Organic Tobacco
Crops,” National List Petition or Petition Update,
USDA, Agricultural Marketing Service, https://
www.ams.usda.gov/sites/default/files/media/
RevisedPetitionNatural
FattyAlcoholsforUseonOrganicTobaccoCrops.pdf.

8 “Formal Recommendation from National
Organic Standards Board (NOSB) to the National
Organic Program (NOP),” Fatty Alcohols, October
25, 2019, https://www.ams.usda.gov/sites/default/
files/media/CSFattyAlcoholsFinalRec_0.pdf.

9 “Fatty Alcohols (Octanol and Decanol),” Crops,
Technical Report, August 1, 2016, https://
www.ams.usda.gov/sites/default/files/media/
FattyAlcohols020217.pdf.

10 Written and oral public comments submitted
for the Fall 2019 NOSB meeting are available at
https://www.ams.usda.gov/event/national-organic-
standards-board-nosb-meeting-pittsburgh-pa.
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biodegradable, it is consistent with
organic farming. This amendment
follows the NOSB recommendation
according to the procedures established
in the OFPA (7 U.S.C. 6517(d)).

Comments Received and AMS’s
Response

AMS received four comments in
response to the proposed listing of fatty
alcohols for sucker control. The subjects
of these comments and responses from
AMS are covered in this section.

Inconsistent with organic production.
One commenter opposed the addition of
fatty alcohols to the National List. The
comment stated that fatty alcohols pose
health and environmental hazards, are
not needed, and are inconsistent with
organic production.

In support of these claims, the
comment cited several sections of the
technical report on fatty alcohols. The
comment stated that longer-chain fatty
alcohols resist hydrolysis and may
bioaccumulate and are toxic to aquatic
organisms. The comment also quoted
sections of the technical report referring
to potential sublethal effects on
Lepidopteran species. The comment
offered an alternative to fatty alcohols—
indoleacetic acid—for desuckering.
Lastly, the comment asserted that fatty
alcohols do not fall into any OFPA
categories at 7 U.S.C. 6517(c)(1)(B)(i).

AMS believes the information cited
from the technical report was either
misunderstood or misquoted. First,
while the technical report does state
that longer fatty alcohol chains are not
expected to hydrolyze readily, the
report defines these as having a carbon
chain longer than 12.11 As this
allowance is limited to fatty alcohols of
carbon chain length 6, 8, 10, and 12,
accumulation is not expected to occur.
Second, the report does state the
potential for sublethal effects on
Lepidopteran species. Dodecanol (Ci»
fatty alcohol) is used in U.S.
Environmental Protection Agency (EPA)
registered products as a mating
disruption pheromone.'2 However,
concentrations of dodecanol in mating
disruption products (approximately
30%) are much higher than those in
products for sucker control (less than
1%).13 Given the much lower

11 “Fatty Alcohols (Octanol and Decanol),” Crops,
Technical Report, August 1, 2016, Technical
Report, lines 303—-305, August 1, 2016, https://
www.ams.usda.gov/sites/default/files/media/
FattyAlcohols020217.pdf.

127U.S. Environmental Protection Agency,
February 3, 2014, https://www3.epa.gov/pesticides/
chem_search/ppls/053575-00006-20140203.pdf.

13 “Fatty Alcohols (Octanol and Decanol),” Crops,
Technical Report, August 1, 2016, Technical
Report, table 1, August 1, 2016, https://

concentration of fatty alcohols, limited
use of fatty alcohols for sucker control,
and quick decomposition of these
substances, AMS does not expect this
use of fatty alcohols will have a
measurable effect on Lepidopterans.

The comment also stated fatty
alcohols do not fit into an OFPA
category at 7 U.S.C. 6517(c)(1)(B)(i).
AMS acknowledges that the NOSB did
not identify an OFPA category for these
substances. AMS views the limited use
allowance of fatty alcohols to fall under
the OFPA category of “‘production aid,”
as identified in the petition.
Desuckering is necessary plant
maintenance in tobacco production to
facilitate growth of the harvestable
leaves, reduce pest pressure, and
increase crop yield. This narrow use
allowance of fatty alcohols aids in the
production of organic tobacco by
allowing farmers to perform this
necessary maintenance task without risk
to worker health.

Finally, the comment offered the
alternative substance, indoleacetic acid
(listed as indole-3-acetic acid by the
EPA). While indoleacetic acid may be
naturally occurring, it appears the
common method of production is a
synthetic process that would not be
permitted in organic production.

General support. Two comments
supported the addition of fatty alcohols
to the National List. One commenter
certifies many tobacco farms and stated
many of their tobacco operations
indicated that fatty alcohols are critical
to the success of their organic farms.
Another certifying agent commented
they also certify several tobacco farmers,
one of which already requested
approval of fatty alcohols for sucker
control.

In addition to mentioning the support
of certified operations, these comments
also indicate the proposed listing is
clear and likely will not cause
confusion. An additional comment
offered general support for the review
process and an acknowledgement of the
NOSB’s robust deliberative process of
this substance.

AMS appreciates public engagement
in the rulemaking process and agrees
with the general support noted above,
which mirrors the recommendation by
the NOSB. AMS is moving forward with
adding this substance to the National
List as proposed.

Dairy Cultures (§ 205.605)

This final rule amends the National
List to remove dairy cultures from
§ 205.605(a) as a nonsynthetic substance

www.ams.usda.gov/sites/default/files/media/
FattyAlcohols020217.pdf.

allowed for use in organic processed
products. This removal is not expected
to affect any currently allowed or future
products. Any cultures allowed under
this listing will continue to be allowed
under the listing for microorganisms at
§205.605(a).

NOSB Review and Recommendation

Following the sunset review of dairy
cultures, the NOSB recommended
removing dairy cultures from the
National List. As described in the
BACKGROUND section, the sunset
process is a system of regular evaluation
of National List substances against
criteria in the OFPA. If a substance is
found to no longer satisfy these criteria,
the NOSB may recommend removal of
the substance.

In its recommendation, the NOSB
stated the listing for dairy cultures was
no longer needed, concluding that the
allowance of microorganisms at
§ 205.605(a) provides an alternative to
the dairy cultures listing. This
recommendation acknowledged the
widespread use of dairy cultures and
NOSB meeting participants’ comments,
which confirmed that the removal of the
dairy cultures listing will not affect their
allowance.

Comments Received and AMS’s
Response

Opposition. One commenter opposed
the removal of dairy cultures from the
National List, citing three reasons to
maintain the listing. First, the
commenter stated the removal of dairy
cultures may cause consumer confusion.
The comment stated there is potential
for reduced transparency without a clear
connection between “dairy cultures” as
listed on product labels and the
“microorganisms” listing on the
National List. Second, the comment
identified the unique application of
dairy cultures. While the comment
acknowledges dairy cultures are a
subset of microorganisms, it also stated
a preference to maintain the listing to
assist any future annotation. Finally, the
comment questioned whether sunset
review is the appropriate time for this
removal. The comment stated this
action should be the result of a petition
or a separate recommendation track, not
the product of a sunset review.

AMS does not believe removing the
“dairy cultures” listing will result in
widespread confusion or reduced
transparency. While AMS acknowledges
a preference to have ingredient
declarations exactly match the National
List allowance, many substances on the
National List are known by multiple
names, not all of which are listed. If
widespread confusion occurs, AMS
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would prefer to address the confusion
through education rather than
expanding the National List to include
all possible ingredient names.

AMS acknowledges the desire to keep
dairy cultures for sake of flexibility.
Regardless of whether dairy cultures
remain on the list, any recommended
annotation would need to come from
the NOSB and go through the
rulemaking process. As such, there is no
added flexibility or resource savings in
maintaining the listing; the process to
add dairy cultures with an annotation is
similar in time and resources to only
adding the annotation. Lastly, AMS
does not believe this action is
inappropriate for the sunset process,
which is intended to regularly evaluate
National List substances against the
criteria in OFPA at 7 U.S.C. 6518(m).
One of these criteria is ““alternatives to
using the substance in terms of practices
or other available materials.” The
NOSB’s sunset review determined that
there are other available materials
(microorganisms), rendering this listing
unnecessary.

Several other comments were neutral
(neither in support of nor in opposition
to the removal of the dairy cultures
listing). One comment requested further
examination of the allowed
fermentation processes of
microorganisms in general.

AMS appreciates public engagement
in the rulemaking process. AMS is
moving forward with removing this
listing from the National List as
proposed.

II1. Related Documents

AMS published notices in the Federal
Register announcing the Spring 2019
NOSB Meeting (83 FR 60373, November
26, 2018) and announcing the Fall 2019
NOSB meeting (84 FR 23522). These
notices invited public comments on the
NOSB recommendations addressed in
this final rule. The AMS proposed rule
that preceded this final rule was
published on March 25, 2021 (86 FR
15800).

IV. Statutory and Regulatory Authority

OFPA authorizes the Secretary to
make amendments to the National List
based on recommendations developed
by the NOSB. The OFPA authorizes the
NOSB to develop recommendations for
submission to the Secretary to amend
the National List and establish a process
by which persons may petition the
NOSB for the purpose of having
substances evaluated for inclusion on or
deletion from the National List (7 U.S.C.
6518(k) and (n)). Section 205.607 of the
USDA organic regulations permits any
person to petition to add or remove a

substance from the National List and
directs petitioners to obtain the petition
procedures from USDA (7 CFR 205.607).
The current petition procedures
published in the Federal Register (81
FR 12680, March 10, 2016) for
amending the National List can be
accessed through the NOP Handbook on
the NOP website at https://
www.ams.usda.gov/rules-regulations/
organic/handbook.

A. Executive Order 12866 and
Regulatory Flexibility Act

This proposed rule does not meet the
criteria of a significant regulatory action
under Executive Order 12866 as
supplemented by Executive Order
13563. Therefore, the Office of
Management and Budget (OMB) has not
reviewed this rule under those Orders.

The Regulatory Flexibility Act (RFA)
(5 U.S.C. 601-612) requires agencies to
consider the economic impact of each
rule on small entities and evaluate
alternatives that would accomplish the
objectives of the rule without unduly
burdening small entities or erecting
barriers that would restrict their ability
to compete in the market. The purpose
of the RFA is to fit regulatory actions to
the scale of businesses subject to the
action. Section 605 of the RFA allows an
agency to certify a rule, in lieu of
preparing an analysis, if the rulemaking
is not expected to have a significant
economic impact on a substantial
number of small entities.

The Small Business Administration
(SBA) sets size criteria for each industry
described in the North American
Industry Classification System (NAICS)
to delineate which operations qualify as
small businesses.1¢ The SBA classifies
small agricultural producers that engage
in crop and animal production as those
with average annual receipts of less than
$1,000,000 (13 CFR 121.201). Handlers
are involved in a broad spectrum of food
production activities and fall into
various categories in the NAICS Food
Manufacturing sector. The small
business thresholds for food
manufacturing operations are based on
the number of employees and range
from 500 to 1,250 employees, depending
on the specific type of manufacturing.
Certifying agents fall under the NAICS
subsector “‘all other professional,
scientific, and technical services.” For
this category, the small business

14 “Table of Small Business Size Standards
Matched to North American Industry Classification
System Codes,” U.S. Small Business
Administration, August 19, 2019, https://
www.naics.com/wp-content/uploads/2017/10/SBA_
Size_Standards_Table.pdf.

threshold is average annual receipts of
less than $16.5 million.

Producers. AMS has considered the
economic impact of this final
rulemaking on small agricultural
entities. Data collected by the USDA
National Agricultural Statistics Service
(NASS) and the NOP indicate most of
the certified organic production
operations in the United States would
be considered small entities. According
to the 2017 Census of Agriculture,
16,585 organic farms in the United
States reported sales of organic products
and total farmgate sales more than $9.9
billion.5 Based on that data, organic
sales average just under $600,000 per
farm. Assuming a normal distribution of
producers, we expect that most of these
producers would fall under the
$1,000,000 sales threshold to qualify as
a small business.

Handlers. According to the NOP’s
Organic Integrity Database (OID), there
are 10,971 U.S.-based organic handlers
that are certified under the USDA
organic regulations.1® The Organic
Trade Association’s 2020 Organic
Industry Survey has information about
employment trends among organic
manufacturers. The reported data are
stratified into three groups by the
number of employees per company:
fewer than 5; 5 to 49; and 50 plus. These
data are representative of the organic
manufacturing sector and the lower
bound (50) of the range for the larger
manufacturers is significantly smaller
than the SBA’s small business
thresholds (500 to 1,250). Therefore,
AMS expects that most organic handlers
would qualify as small businesses.

Certi?ying agents. The SBA defines
“all other professional, scientific, and
technical services,” which include
certifying agents, as those having annual
receipts of less than $16,500,000 (13
CFR 121.201). There are currently 76
USDA-accredited certifying agents,
based on a query of the OID database,
who provide organic certification
services to producers and handlers.
While many certifying agents are small
entities that would be affected by this
final rule, we do not expect that these
certifying agents would incur significant
costs as a result of this action as
certifying agents already must comply
with the current regulations (e.g.,
maintaining certification records for
organic operations).

152019 Organic Survey,” 2017 Census of
Agriculture, USDA National Agricultural Statistics
Service, table 1, https://www.nass.usda.gov/
Publications/AgCensus/2017/Online_Resources/
Organics/ORGANICS.pdf.

16 Organic Integrity Database, USDA, accessed
October 27, 2021, https://organic.ams.usda.gov/
Integrity.
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AMS does not expect the economic
impact on entities affected by this rule
to be significant. The effect of this final
rule will allow the use of two additional
substances in organic crop production
and remove a redundant listing for one
substance in organic handling. Adding
two substances to the National List will
increase regulatory flexibility and
provide small entities with more
options to use in day-to-day operations.
Removal of the substance in organic
handling will have no impact as its use
will continue to be allowed under
another National List allowance.

B. Executive Order 12988

Executive Order 12988 instructs each
executive agency to adhere to certain
requirements in the development of new
and revised regulations in order to avoid
unduly burdening the court system.
This final rule is not intended to have
a retroactive effect. Accordingly, to
prevent duplicative regulation, states
and local jurisdictions are preempted
under OFPA from creating programs of
accreditation for private persons or state
officials who want to become certifying
agents of organic farms or handling
operations. A governing state official
would have to apply to the USDA to be
accredited as a certifying agent, as
described in the OFPA (7 U.S.C.
6514(b)). States are also preempted from
creating certification programs to certify
organic farms or handling operations
unless the state programs have been
submitted to, and approved by, the
Secretary as meeting the requirements of
the OFPA (7 U.S.C. 6503-6507).

Pursuant to the OFPA (7 U.S.C.
6507(b)(2)), a state organic certification
program that has been approved by the
Secretary may, under certain
circumstances, contain additional
requirements for the production and
handling of agricultural products
organically produced in the state and for
the certification of organic farm and
handling operations located within the
state. Such additional requirements
must: (a) Further the purposes of OFPA;
(b) not be inconsistent with OFPA; (c)
not be discriminatory toward
agricultural commodities organically
produced in other States; and (d) not be
effective until approved by the
Secretary.

In addition, pursuant to 7 U.S.C.
6519(c)(6), this final rule does not
supersede or alter the authority of the
Secretary under the Federal Meat
Inspection Act (21 U.S.C. 601-624), the
Poultry Products Inspection Act (21
U.S.C. 451-471), or the Egg Products
Inspection Act (21 U.S.C. 1031-1056)
concerning meat, poultry, and egg
products, respectively, nor any of the

authorities of the Secretary of Health
and Human Services under the Federal
Food, Drug and Cosmetic Act (21 U.S.C.
301 et seq.), nor the authority of the
Administrator of the EPA under the
Federal Insecticide, Fungicide and
Rodenticide Act (7 U.S.C. 136 et seq.).

C. Paperwork Reduction Act

No additional collection or
recordkeeping requirements are
imposed on the public by this final rule.
Accordingly, Office of Management and
Budget (OMB) clearance is not required
by the Paperwork Reduction Act of
1995, 44 U.S.C. 3501, Chapter 35.

D. Executive Order 13175

This final rule has been reviewed
under Executive Order 13175—
Consultation and Coordination with
Indian Tribal Governments. Executive
Order 13175 requires Federal agencies
to consult and coordinate with tribes on
a government-to-government basis on:
(1) Policies that have tribal implication,
including regulation, legislative
comments, or proposed legislation; and
(2) other policy statements or actions
that have substantial direct effects on
one or more Indian Tribes, on the
relationship between the Federal
Government and Indian Tribes, or on
the distribution of power and
responsibilities between the federal
government and Indian Tribes.

AMS has assessed the impact of this
final rule on Indian Tribes and
determined that this rule would not
have tribal implications that require
consultation under Executive Order
13175. AMS hosts a quarterly
teleconference with tribal leaders when
matters of mutual interest regarding the
marketing of agricultural products are
discussed. Information about the
proposed changes to the regulations are
shared during these quarterly calls, and
tribal leaders have the opportunity to
comment on the proposed changes.

E. Congressional Review Act

Pursuant to the Congressional Review
Act (5 U.S.C. 801 et seq.), the Office of
Information and Regulatory Affairs
designated this rule as not a major rule,
as defined by 5 U.S.C. 804(2).

F. General Notice of Public Rulemaking

This final rule reflects
recommendations submitted by the
NOSB to the Secretary to add two
substances to the National List and
remove one substance from the National
List.

List of Subjects in 7 CFR Part 205

Administrative practice and
procedure, Agricultural commodities,

Agriculture, Animals, Archives and
records, Fees, Imports, Labeling,
Livestock, Organically produced
products, Plants, Reporting and
recordkeeping requirements, Seals and
insignia, Soil conservation.

For the reasons set forth in the
preamble, AMS amends 7 CFR part 205
as follows:

PART 205—NATIONAL ORGANIC
PROGRAM

m 1. The authority citation for 7 CFR
part 205 continues to read as follows:

Authority: 7 U.S.C. 6501-6524.

m 2. Amend § 205.601 by:
m a. Revising paragraph (a)(2)(iv);
m b. Adding paragraph (a)(2)(v);
m c. Revising paragraph (k);
The revisions and addition read as
follows:

§205.601 Synthetic substances allowed
for use in organic crop production.
* * * * *

(a) * x %

(2) * *x %

(iv) Potassium hypochlorite—for use
in water for irrigation purposes.

(v) Sodium hypochlorite.

* * * * *

(k) As plant growth regulators.

(1) Ethylene gas—for regulation of
pineapple flowering.

(2) Fatty alcohols (C6, C8, C10, and/
or C12)—for sucker control in organic
tobacco production.

* * * * *

§205.605 [Amended]

m 3.In § 205.605, amend paragraph (a)
by removing the words “Dairy
cultures”.

Erin Morris,

Associate Administrator, Agricultural
Marketing Service.

[FR Doc. 2022—-05870 Filed 3—22-22; 8:45 am|
BILLING CODE P

DEPARTMENT OF ENERGY

10 CFR Part 430
[EERE-2017-BT-TP-0028]
RIN 1904—-AE03

Energy Conservation Program: Test
Procedures for Water Closets and
Urinals

AGENCY: Office of Energy Efficiency and
Renewable Energy, Department of
Energy.

ACTION: Final rule.

SUMMARY: This final rule amends the
test procedures for water closets and
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urinals to reference the most recent
update to the relevant industry
standard, American Society of
Mechanical Engineers (“ASME”)
Standard A112.19.2-2018. In this final
rule, the Department of Energy (“DOE”)
is also amending certain definitions and
adding definitions for certain terms that
are currently used in the Federal test
procedures but are not defined.

DATES: The effective date of this rule is
April 22, 2022. The final rule changes
will be mandatory for product testing
starting September 19, 2022. The
incorporation by reference of certain
material listed in this rule is approved
by the Director of the Federal Register
as of April 22, 2022.

ADDRESSES: The docket, which includes
Federal Register documents, public
meeting attendee lists and transcripts,
comments, and other supporting
documents/materials, is available for
review www.regulations.gov. All
documents in the docket are listed in
the www.regulations.gov index.
However, some documents listed in the
index, such as those containing
information that is exempt from public
disclosure, may not be publicly
available.

A link to the docket web page can be
found at www.regulations.gov/docket/
EERE-2017-BT-TP-0028. The docket
web page contains instructions on how
to access all documents, including
public comments, in the docket.

For further information on how to
review the docket contact the Appliance
and Equipment Standards Program staff
at (202) 287-1445 or by email:
ApplianceStandardsQuestions@
ee.doe.gov.

FOR FURTHER INFORMATION CONTACT:

Mr. Bryan Berringer, U.S. Department
of Energy, Office of Energy Efficiency
and Renewable Energy, Building
Technologies Office, EE-5B, 1000
Independence Avenue SW, Washington,
DC 20585-0121. Telephone: (202) 586—
0371. Email
ApplianceStandardsQuestions@
ee.doe.gov.

Mr. Matthew Ring, U.S. Department of
Energy, Office of the General Counsel,
GC-33, 1000 Independence Avenue SW,
Washington, DC 20585-0121.
Telephone: (202) 586—2555. Email:
Matthew.Ring@hq.doe.gov.
SUPPLEMENTARY INFORMATION: DOE
incorporates by reference the following
industry standard into part 430:

ASME A112.19.2-2018/CSA B45.1—
18, “Ceramic plumbing fixtures,” July
2018 (including Errata—October 2018)
(“ASME A112.19.2-2018").

Copies of ASME A112.19.2-2018 can
be obtained from American Society of

Mechanical Engineers at Three Park
Avenue, New York, NY 10016-5990, 1—
800 843-2763, or by going to
Www.asme.org.

For a further discussion of this
standard, see section IV.N of this
document.
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I. Authority and Background

Water closets and urinals are included
in the list of “covered products” for
which the U.S. Department of Energy
(“DOE”) is authorized to establish and
amend energy conservation standards
and test procedures. (42 U.S.C.
6292(a)(17) and (18)) DOE’s energy
conservation standards and test
procedures for water closets and urinals
are currently prescribed at title 10 Code
of Federal Regulations (‘“CFR”)
430.23(u) and (v), respectively, and 10
CFR part 430, subpart B, appendix T
(“appendix T”). The following sections
discuss DOE’s authority to establish test
procedures for water closets and urinals
and relevant background information
regarding DOE’s consideration of test
procedures for this equipment.

A. Authority

The Energy Policy and Conservation
Act, as amended (“EPCA”),! authorizes
DOE to regulate the energy efficiency of
a number of consumer products and
certain industrial equipment. (42 U.S.C.
6291-6317) Title III, Part B 2 of EPCA
established the Energy Conservation
Program for Consumer Products Other
Than Automobiles, which sets forth a
variety of provisions designed to
improve energy efficiency and water
use. These products include water
closets and urinals, the subject of this
document. (42 U.S.C. 6292(a)(17) and
(18))

The energy conservation program
under EPCA consists essentially of four
parts: (1) Testing, (2) labeling, (3)
Federal energy conservation standards,
and (4) certification and enforcement
procedures. Relevant provisions of
EPCA specifically include definitions
(42 U.S.C. 6291), test procedures (42
U.S.C. 6293), labeling provisions (42
U.S.C. 6294), energy conservation
standards 3 (42 U.S.C. 6295), and the
authority to require information and
reports from manufacturers (42 U.S.C.
6296).

The testing requirements consist of
test procedures that manufacturers of
covered products must use as the basis
for (1) certifying to DOE that their
products comply with the applicable
energy conservation standards adopted
under EPCA (42 U.S.C. 6295(s)), and (2)
making representations about the
efficiency of those products (42 U.S.C.
6293(c)). Similarly, DOE must use these
test procedures to determine whether
the products comply with any relevant
standards promulgated under EPCA. (42
U.S.C. 6295(s))

Federal energy efficiency
requirements for covered products
established under EPCA generally
supersede State laws and regulations
concerning energy and water
conservation testing, labeling, and
standards. (42 U.S.C. 6297) DOE may,
however, grant waivers of Federal
preemption for particular State laws or
regulations, in accordance with the
procedures and other provisions of
EPCA. (42 U.S.C. 6297(d))

Under 42 U.S.C. 6293, EPCA sets forth
the criteria and procedures DOE must
follow when prescribing or amending

1 All references to EPCA in this document refer
to the statute as amended through the Infrastructure
Investment and Jobs Act, Public Law 117-58 (Nov.
15, 2021).

2For editorial reasons, upon codification in the
U.S. Code, Part B was redesignated Part A.

3The term “energy conservation standard”
includes water use standards for showerheads,
faucets, water closets and urinals. (42 U.S.C.
6291(6)(A))
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test procedures for covered products.
First, EPCA requires that any test
procedures prescribed or amended
under this section shall be reasonably
designed to produce test results which
measure energy efficiency, energy use
water use (for plumbing products such
as water closets and urinals), or
estimated annual operating cost of a
covered product during a representative
average use cycle (as determined by the
Secretary) or period of use. (42 U.S.C.
6293(b)(3)) Second, any test procedure
shall not be unduly burdensome to
conduct.

EPCA also requires that, at least once
every 7 years, DOE evaluate test
procedures for each type of covered
product, including water closets and
urinals, to determine whether amended
test procedures would more accurately
or fully comply with the requirements
for the test procedures to not be unduly
burdensome to conduct and be
reasonably designed to produce test
results that reflect water use, and
estimated operating costs during a
representative average use cycle or
period of use. (42 U.S.C. 6293(b)(1)(A))

If the Secretary determines, on her
own behalf or in response to a petition
by any interested person, that a test
procedure should be prescribed or
amended, the Secretary shall promptly
publish in the Federal Register

proposed test procedures and afford
interested persons an opportunity to
present oral and written data, views,
and arguments with respect to such
procedures. The comment period on a
proposed rule to amend a test procedure
shall be at least 60 days and may not
exceed 270 days. In prescribing or
amending a test procedure, the
Secretary shall take into account such
information as the Secretary determines
relevant to such procedure, including
technological developments relating to
energy or water use or energy efficiency
of the type (or class) of covered products
involved. (42 U.S.C. 6293(b)(2)). If DOE
determines that test procedure revisions
are not appropriate, DOE must publish
its determination not to amend the test
procedures.

EPCA also directs that the test
procedures for water closets and urinals
are to be the test procedures specified in
American Society of Mechanical
Engineers (“ASME”’) A112.19.6—1990,
“Hydraulic Requirements for Water
Closets and Urinals” (“ASME
A112.19.6-1990"). (42 U.S.C.
6293(b)(8)(A)) EPCA further directs that,
if the requirements of ASME A112.19.6—
1990 are revised at any time and
approved by the American National
Standards Institute (“ANSI”’), DOE must
amend the Federal test procedures to
conform to the revised ASME/ANSI

standard, unless DOE determines by
rule that to do so would not meet the
requirements of EPCA that the test
procedures be reasonably designed to
produce test results which measure
water use during a representative
average use cycle as determined by
DOE, and not be unduly burdensome to
conduct. (42 U.S.C. 6293(b)(8)(B)) If
DOE determines that a test procedure
amendment is warranted, it must
publish proposed test procedures and
offer the public an opportunity to
present oral and written comments on
them. (42 U.S.C. 6293(b)(2))

DOE is publishing this final rule in
satisfaction of these requirements under
EPCA. (42 U.S.C. 6293(b)(1)(A) and
(b)(8)(B))

B. Background

DOE’s test procedures for water
closets and urinals are found in 10 CFR
430.23(u) and (v), respectively, and
appendix T.

On May 20, 2021, DOE published a
notice of proposed rulemaking
(“NOPR”) presenting DOE’s proposals
to amend the water closets and urinals
test procedures (“May 2021 NOPR”). 86
FR 27281. DOE held a public meeting
related to this NOPR on June 16, 2021.

DOE received comments in response
to the May 2021 NOPR from the
interested parties listed in Table I.1.4

TABLE I.1—WRITTEN COMMENTS RECEIVED IN RESPONSE TO MAY 2021 NOPR

Commenter

Referenced in this NOPR

Categorization

Pacific Gas and Electric Company, San Diego Gas and Electric, and Southern
California Edison (collectively, the California Investor-Owned Utilities).
Natural Resources Defense Council, Appliance Standards Awareness Project

Plumbing Manufacturers International

CA 10Us

NRDC and ASAP
PMI

Utility Companies.

Efficiency Advocacy Organizations.
Trade Association.

A parenthetical reference at the end of
a comment quotation or paraphrase
provides the location of the item in the
public record.®

II. Synopsis of the Final Rule

In this final rule, DOE amends 10 CFR
430.2 (Definitions), 10 CFR 430.3
(Materials Incorporated by Reference),
and appendix T as follows:

(1) Incorporate by reference ASME
A112.19.2-2018, “Ceramic plumbing

fixtures,” with additional clarifying
edits in appendix T;

(2) Replace the current term “toilet”
with “water closet;”” “blowout toilet”
and “blowout water closet” with
“blowout bowl water closet;” “gravity
tank-type toilet” with “gravity flush
tank water closet;” and “‘siphonic water
closet” with “siphonic bowl water

closet;” and

(3) Add terms and corresponding
definitions for “blowout bowl,”
“blowout action,” “gravity flush tank
water closet,” “siphonic action,”
“siphonic bowl,” and ‘““trough-type
urinal.”

The adopted amendments are
summarized in Table II.1 compared to
the test procedure provision prior to the
amendment, as well as the reason for
the adopted change.

TABLE 1l.1—SUMMARY OF CHANGES IN THE AMENDED TEST PROCEDURES

DOE test procedures

Amended test procedures

Reason for the change

Incorporates the 2008 version of ASME
A112.19.2 for measurement of water con-
sumption.

4DOE also received one anonymous comment
that stated the following: “I think it’s a good idea,”
which is not presented in the Table I.1.

Incorporates the 2018 version of ASME
A112.19.2, with additional clarifying edits to
appendix T.

5 The parenthetical reference provides a reference

for information located in the docket of DOE’s
rulemaking to develop test procedures for water
closets and urinals. (Docket No. EERE-2017-BT—

Industry TP update to ASME A112.19.2-2018.

TP-0028, which is maintained at
www.regulations.gov). The references are arranged
as follows: (commenter name, comment docket ID
number, page of that document).
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TABLE Il.1—SUMMARY OF CHANGES IN THE AMENDED TEST PROCEDURES—Continued

DOE test procedures

Amended test procedures

Reason for the change

Refers to both “toilet” and “water closet” but
only defines “water closet”.

Defines and refers to and the term “blowout
toilet”.

Refers to the terms “gravity flush tank water
closet” and “siphonic bowl,” but does not
define either term.

Refers to the term “trough-type urinal,” but
does not define it.

Replaces “toilet” with “water closet” ...............
Defines the term “blowout bowl,” and refers to
the term “blowout bowl water closet” in lieu
of “blowout toilet” and “blowout water clos-
et.” Additionally, defines the term “blowout
action,” which is included within the defini-

tion of “blowout bowl”.

Defines the terms “gravity flush tank water
closet” and “siphonic bowl.” Refers to the
term “gravity flush tank water closet” in lieu
of “gravity flush tank-type toilet.” Refers to
the term “siphonic bowl water closet” in lieu
of “siphonic water closet.” Additionally, de-
fines the term “siphonic action,” which is in-
cluded within the definition of “siphonic
bowl!”.

Defines the term “trough-type urinal”

Harmonizes terms and definitions with ASME
A112.19.2-2018.

Harmonizes terms and definitions with ASME
A112.19.2-2018.

Harmonizes definitions with ASME A112.19.2—
2018.

Harmonizes the definition of the term with
stakeholder recognized definition.

DOE has determined that the
amendments described in section III and
adopted in this document will not alter
the measured water use of water closets
and urinals, or require retesting or
recertification solely as a result of DOE’s
adoption of the amendments to the test
procedures. Additionally, DOE has
determined that the amendments will
not increase the cost of testing.
Discussion of DOE’s actions are
addressed in detail in section III of this
document.

The effective date for the amended
test procedures adopted in this final
rule is 30 days after publication of this
document in the Federal Register.
Representations of water use or
efficiency must be based on testing in
accordance with the amended test
procedures beginning 180 days after the
publication of this final rule.

III. Discussion
A. Scope of Applicability

This final rule applies to both water
closets and urinals, as defined in 10
CFR 430.2. DOE defines a “water closet”
as a plumbing fixture that has a water-
containing receptor that receives liquid
and solid body waste, and upon
actuation, conveys the waste through an
exposed integral trap seal into a gravity
drainage system, except such term does
not include fixtures designed for
installation in prisons. 10 CFR 430.2.
DOE defines a “urinal” as a plumbing
fixture that receives only liquid body
waste and, on demand, conveys the
waste through a trap seal into a gravity

6 This reference includes Update No. 1, dated
August 2009, and Update No. 2, dated March 2011.

drainage system, except such term does
not include fixtures designed for
installations in prisons. Id.

B. Updates to Industry Test Standards

DOE'’s test procedures for water
closets and urinals in appendix T
incorporate by reference ASME
A112.19.2-2008,° sections 7.1, 7.1.1,
7.1.2,7.1.3,7.1.4,7.1.5,7.4,8.2,8.2.1,
8.2.2,8.2.3, 8.6, 8.6.4, Table 5 and Table
6. These sections and tables provide
procedures for testing and measuring
water consumption, specifications for
test apparatus, and other general
requirements for the testing of water
closets and urinals.

ASME A112.19.2—-2018, the current
version of the industry test standard,
amends pertinent sections of the 2008
version incorporated into 10 CFR part
430. These amendments include (1)
editorial changes and clarification in
sections 7.1.2, 7.3.2,7 8.6.4, and Figure
12;8 (2) a correction in section 8.2.1 to
the water consumption static test
pressure value for urinals to reflect the
corresponding value in Table 6; and (3)
additions to Table 5 that are not relevant
to the water consumption test for water
closets. In the May 2021 NOPR, DOE
had tentatively determined that the
amendments would not impact the
measured values of water use for water
closets and urinals under appendix T,
the representativeness of the results, or
the test burden. Accordingly, DOE
proposed to incorporate by reference
ASME A112.19.2—-2018 and requested
comment. 86 FR 27281, 27284.

7 The water consumption test is in Section 7.4 in
ASME A112.19.2-2008, but Section 7.3 in ASME
A112.19.2-2018.

The CA I0Us and PMI recommended
that DOE incorporate the latest version
of the industry test standard, ASME
A112.19.2-2018. (CA I0Us, No. 11 at
p. 2; PMI, No. 13 at p. 1) DOE did not
receive any other comments regarding
the industry standard update. For the
reasons discussed in the May 2021
NOPR and presented in the preceding
paragraphs, in this final rule DOE
incorporates by reference the latest
industry test standard, ASME
A112.19.2-2018.

DOE also proposed in the May 2021
NOPR to remove references to Sections
7.1 and 8.2 of ASME A112.19.2-2018 in
appendix T because those sections were
superfluous and did not provide
specifications needed for performing the
DOE test procedures. DOE requested
comments on the proposal. 86 FR
27281, 27284-27285. DOE did not
receive any comments on this proposal.
DOE removes these superfluous
references in this final rule as proposed
in the May 2021 NOPR.

C. Definitions

Several terms and definitions in
ASME A112.19.2-2018 relevant to water
closets and urinals vary from those in
DOE regulations, including terms not
defined in 10 CFR 430.2. In the May
2021 NOPR, DOE proposed
amendments to a number of definitions,
which are presented in Table II.1, and
requested comment on the proposed
definitions. 86 FR 27281, 27285-27287.

8 While Figure 12 is not incorporated by reference
in 10 CFR 430.3(h)(2), Figure 12 is referenced
within section 7.1.1, which is incorporated by
reference.
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TABLE IlIl.1—WATER CLOSETS AND URINALS: TERMS AND DEFINITIONS
Usage in appendix T, DOE definition ASME definition DOE’s
Term 19 géﬁ;i%g%(g()r)or (10 CFR 430.2) (A112.19.2-2018) proposal
Toilet ..o 10 CFR 430.32(Q) ...cvevnee NONE ..o, NONE i, Replace term with
“water closet.”
Electromechanical | 10 CFR 430.32(q) .......... A water closet that utilizes elec- NONE .., Replace term with

hydraulic toilet.

Electro-hydraulic
water closet.

Blowout bowl

Blowout action

Blowout toilet .......

Blowout water
closet.

Gravity flush tank
water closet.

Gravity tank-type
toilet.

Siphonic bowl

Siphonic action ...

Siphonic water

closet.

Trough-type urinal

Not used

appendix T

Not used

10 CFR 430.32(q)

appendix T

appendix T

10 CFR 430.32(q)

appendix T

Not used

appendix T

10 CFR 430.32(r)

trically operated devices such as,

but not limited to, air compressors,
pumps, solenoids, motors, or mac-
erators in place of or to aid gravity
in evacuating waste from the toilet.

A water closet that uses a non-
siphonic bowl with an integral
flushing rim, a trap at the rear of
the bowl, and a visible or con-
cealed jet that operates with a
blowout action.

None

A water closet with a nonmechanical
trap seal incorporating an electric
motor and controller to facilitate
flushing.

A non-siphonic water closet bowl
with an integral flushing rim, a trap
at the rear of the bowl, and a visi-
ble or concealed jet that operates
with a blowout action.

A means of flushing a water closet
whereby a jet of water directed at
the bowl outlet opening pushes
the bowl contents into the upleg,
over the weir, and into the gravity
drainage system.

None

A water closet designed to flush the
bowl with water supplied by grav-
ity only.

None

A water closet bowl that has an inte-
gral flushing rim, a trap at the
front or rear, and a floor or wall
outlet, and operated with a
siphonic action (with or without a
jet).

The movement of water through a
flushing fixture by creating a si-
phon to remove waste material.

None

“electromecha-
nical hydraulic
water closet”
while maintain-
ing existing def-
inition.

No update.

Adopt ASME
A112.19.2—
2018 definition.

Adopt ASME
A112.19.2—
2018 definition.

Replace term with
“blowout bowl
water closet.”

Replace term with
“blowout bowl
water closet.”

Adopt ASME
A112.19.2—
2018 definition.

Replace term with
“gravity flush
tank water clos-
et.”

Adopt ASME
A112.19.2—
2018 definition.

Adopt ASME
A112.19.2—
2018 definition.

Replace term with
“siphonic bowl
water closet.”

Adopt California’s
regulatory defi-
nition (“a urinal
designed for si-
multaneous use
by two or more
persons.”)

In response to the May 2021 NOPR,
the CA I0Us expressed support for the
proposed definitions. (CA IOUs, No. 11
at p. 1) DOE did not receive any other
comments on the proposed terms and
definitions. In this final rule, DOE
incorporates the terms and definitions

as proposed in the May 2021 NOPR.

DOE has determined that the
amendments to the terms and

definitions adopted in this final rule
provide greater consistency with the
referenced industry standard and avoid

terms.

D. Test Pressure

potential confusion in the use of the

Sections 3.a.(ii) and 3.b of appendix T
require water closets and urinals to be

tested at various test pressures, as
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specified in Table III.2. Sections 3.a.(ii)
and 3.b of appendix T also requires that
a test be performed three times at each
required pressure. The final measured
flush volume for each tested unit is the
average of the total flush volumes
recorded at all test pressures.

TABLE IIl.2—REQUIRED TEST
PRESSURES IN APPENDIX T

Test
pressures
Product configuration (pounds per
square inch
(“psi”))

Flushometer valve water closets with

siphonic bowl ........cccccoviiiiiiiicn, 35, 80
Flushometer valve water closets with

a blowout bowl ..........cccceeviiiienene 45, 80

Tank-type water closets 20, 50, 80

Urinals ....c.ooveeeieiiieeeeeeeeee e 25, 80

In the May 2021 NOPR, DOE
proposed to maintain the water pressure
and averaging requirements in appendix
T, consistent with the industry test
standard requirements. 86 FR 27281,
27285, 27288.

NRDC and ASAP commented that
averaging the high and low water
pressure may not make the test
procedure representative of installations
in higher pressure locations. They cited
water loss audit reports in
Pennsylvania ® and New Jersey 10
showing that both states reported a
minimum system pressure of 40 psi; a
median system pressure of 75 and 58
psi, respectively; a 90th percentile
system pressure of 100 and 82 psi,
respectively; and a maximum system
pressure of 150 and 140 psi,
respectively. NRDC and ASAP asserted
that since no system in either state
reported an average system pressure of
less than 40 psi, giving equal weight to
results of the tests conducted at 20, 25,
or 35 psi with test results conducted at
80 psi could not possibly provide a
representation of most real-world
conditions. NRDC and ASAP further
cited data compiled by the American
Water Works Association, showing data
from California, Georgia, and Quebec,
which reported higher system water
pressures than the DOE test
procedures.1? They argued that to the

9 Kunkel Water Efficiency Consulting. 2017.
Report on the Evaluation of Water Audit Data for
Pennsylvania Water Utilities. www.nrdc.org/
resources/report-evaluation-water-audit-data-
pennsylvania-water-utilities.

10 Kunkel Water Efficiency Consulting. 2017.
Report on the Evaluation of Water Audit Data for
New Jersey Water Utilities. www.nrdc.org/sites/
default/files/nj-utilities-water-audit-data-
evaluation-20170110.pdf.

11 Water Audit Reference dataset (‘“WARD”’)
summary data is accessible at www.awwa.org/
Resources-Tools/Resource-Topics/Water-Loss-
Control/Free-Water-Audit-Software.

extent that the operation of some
flushometer valves is significantly
impacted by water line pressure at the
point of installation, a higher pressure
contributes to higher water
consumption, and asserted that the
averaging of high and low test pressure
results may mask non-compliance by
water closets and urinals when installed
at higher pressure locations. NRDC and
ASAP recommended that DOE require
that the test results at each test pressure
be subject to the maximum flush
volume of the standard, rather than
averaging water consumption across all
test pressures to determine compliance
with the standard. NRDC and ASAP
asserted that since such a change would
be a revision in the calculation of test
data, it would therefore not impose any
additional testing burden on
manufacturers. (NRDC and ASAP, No.
12 at pp. 3-5)

PMI commented that DOE’s current
test method of averaging results at
different test pressure should remain
unchanged. PMI stated that the
requirements are consistent with the
industry standards, and that any
deviations from these requirements
could result in an unnecessary cost
burden to manufacturers. (PMI, No. 12
atp. 1)

DOE carefully reviewed the data
provided by NRDC and ASAP. DOE
notes that the water pressures identified
in the datasets provided are system
pressures (i.e., pressure at the utility),
and not the pressures at the point of
installation, where water closets and
urinals are connected. The water
pressure within the system lines may
not correspond to the water pressure at
the point of installation of products
within a building, as explained in the
following paragraphs. As such, the
range of system pressures presented is
not directly relevant to appropriate test
pressure for water closets and urinals.

DOE does not have data and is not
aware of national level data regarding
the range of water pressures at point of
product installation. However, the range
of pressures specified in the DOE test
procedures (i.e., 20 psi minimum to 80
psi maximum) represent the range of
pressures expected to be experienced at
the point of product installation, for the
reasons that follow. In locations at
which the system pressure is greater
than 80 psi, pressure reducing valves
would likely be used to prevent damage
to customer plumbing, hot water
heaters, and other customer devices.12

12 Per the 2021 Uniform Plumbing Code
(“UPC”)—which represents the most current
approaches in the plumbing field, is developed
under the American National Standards Institute

This supports using 80 psi as the
maximum test pressure required for
appendix T, absent point-of-installation
data. Relevant to the defining minimum
test pressures, DOE notes that water
pressure within a building may vary
based on location of installation (i.e.,
water pressure typically decreases at
upper building levels). Additionally,
water pressure may fluctuate based on
water demand within a building at the
time of use (e.g., multiple water
consuming appliances being operated at
the same time).

Both the Pennsylvania and New
Jersey reports discuss that the “Ten
State Standards” 13 stipulate that water
systems ‘‘shall be designed to maintain
a minimum pressure of 20 psi at ground
level at all points in the distribution
system under all conditions of flow.”
This supports using 20 psi as the
minimum test pressure required for
appendix T (for tank-type water closets),
absent point-of-installation data.

EPCA requires that the test
procedures for water closets and urinals
be reasonably designed to produce test
results which reflect water use during a
representative average use cycle. (42
U.S.C. 6293(b)(3)) As discussed, the
water pressure at point of installation of
water closet or urinal may vary from
location to location and may also vary
at a given location depending on
competing water demands at the time of
operation. Commenters’ suggestion to
require compliance at each test pressure
would effectively result in test
measurements representative of
operation at the upper and lower ends
of the range of pressures expected in the
field, rather than reflecting
representative average performance
across the range of varying water
pressures. Moreover, commenters’
suggestion would effectively result in a
water closet or urinal basic model being
subject to more than one standard,
without clear statutory authorization for
more than one standard for this product.
(See 42 U.S.C. 6292(6)(a)). Therefore, in
this final rule, DOE is maintaining the
current test pressures and the
requirement to average flush volume
across test pressures.

In the May 2021 NOPR, DOE also
proposed to remove the static pressure
requirements for flushometer valve

(“ANSI”) Consensus process, and is designated as
an American National Standard by ANSI—for water
supply piping exceeding 80 psi, an “approved-type
pressure regulator preceded by an adequate strainer
shall be installed and the static pressure reduced to
80 psi or less.”

13 “Water Supply Committee of the Great Lakes—
Upper Mississippi River Board of State and
Provincial Public Health and Environmental
Managers Recommended Standards for Water
Works”.


http://www.awwa.org/Resources-Tools/Resource-Topics/Water-Loss-Control/Free-Water-Audit-Software
http://www.awwa.org/Resources-Tools/Resource-Topics/Water-Loss-Control/Free-Water-Audit-Software
http://www.awwa.org/Resources-Tools/Resource-Topics/Water-Loss-Control/Free-Water-Audit-Software
http://www.nrdc.org/resources/report-evaluation-water-audit-data-pennsylvania-water-utilities
http://www.nrdc.org/resources/report-evaluation-water-audit-data-pennsylvania-water-utilities
http://www.nrdc.org/resources/report-evaluation-water-audit-data-pennsylvania-water-utilities
http://www.nrdc.org/sites/default/files/nj-utilities-water-audit-data-evaluation-20170110.pdf
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water closets (with a siphonic bowl and
blowout bowl) in section 3.a.(ii) of
appendix T, and instead reference the
static pressure requirement provided in
Table 5 of ASME A112.19.2-2018. DOE
noted that the static pressure was
specified in appendix T only because
ASME A112.19.2—-2008 (the version of
the standard incorporated by reference
in appendix T) published incorrect
static pressure requirements for
flushometer valve water closets;
however, this is now corrected in ASME
A112.19.2-2018. Finally, in Section 3.b
of appendix T, DOE proposed to replace
the reference to Section 8.6.4 of ASME
A112.19.2-2008 with Table 6 of ASME
A112.19.2-2018 to directly reference the
test pressures. DOE noted that while
Section 8.6.4 references Table 6 for the
required test pressures, Section 8.6.4
also provides performance
specifications that are not relevant for
the purpose of meeting DOE water use
standards in 10 CFR 430.32(r). DOE
requested comment on all the proposals.
86 FR 27281, 27285, 27288-27289. DOE
did not receive any specific comments
on these proposals. For the reasons
discussed in this paragraph and in the
May 2021 NOPR, DOE incorporates
these edits in this final rule.

E. Additional Directions Regarding
Recorded & Calculated Values

Appendix T provides additional
direction regarding the resolution of the
recorded values; rounding of recorded
and calculated values; and test set-up as
it relates to manufacturer installation
instructions, which are not specified in
the industry test standard, but needed
for compliance purposes. In the May
2021 NOPR, DOE proposed to maintain
the additional direction in appendix T.
86 IR 27281, 27289. In response, NRDC
and ASAP agreed that the additional
directions to the industry standard in
appendix T need to be maintained.
(NRDC and ASAP, No. 12 at p. 1) DOE
continues to maintain the additional
directions in this final rule.

DOE also received several comments
in response to the May 2021 NOPR
regarding the instrument resolution
required by the ASME and DOE test
procedures. NRDC and ASAP
commented that the ASME standard
requires an apparatus capable of reading
increments not exceeding 0.07 gallons
and this lets the results of each test run
be rounded down to the nearest 0.07
gallons. NRDC and ASAP asserted that
this allows results that may not be
representative, or results that may mask
differences in performance between
models, and allows products to exceed
the standard by 0.07 gallons per flush.
They noted that the DOE certification

reports require rounding to the nearest
0.01 gallons. Accordingly, NRDC and
ASAP recommended that DOE increase
the required resolution of the test
procedure water use measurement to
0.01 gallons and require rounding the
test results to the nearest 0.01 gallons.
Alternatively, they commented that
absent more precise measurement
increments, DOE should consider
increasing the number of repetitions at
each pressure to five tests and require
five models to be tested for each basic
model. (Efficiency Advocates, No. 12 at
pp- 1-3)

PMI opposed DOE implementing an
instrument resolution of 0.01 gallons
and urged DOE to maintain the current
resolution specifications. PMI stated
that changing the industry standard
specification of rounding down to the
nearest 0.07 gallon would cause some
water closets that are currently
compliant with standards to no longer
be compliant. PMI stated that although
the instruments and equipment have a
resolution of 0.01 gallons and fall
within the tolerances of calibration, fill
valves on plumbing products are inexact
and often have variations between
flushes that are greater than 0.01
gallons. PMI stated that this is impacted
by the water line and by manufacturing
tolerances. PMI asserted that
manufacturers need to be able to round
down the total flush volume to the
nearest 0.07 gallons to account for such
factors. PMI stated that changing the
current instrument resolution of 0.07 to
a value of 0.01 to match the DOE
reporting requirements would require
manufacturers and test labs to provide
additional investments in equipment
and training, as well as the necessary re-
testing and re-certification. PMI stated
that it is unaware of any effort to subvert
the water saving goals provided by the
current test procedures, and that third
party testing and certification
requirements in Section 7.3 of ASME
A112.19.2/CSA B45.1 adds additional
layers of safeguards against such
manipulation. (PMI, No. 13 at p. 2)

The rounding resolution in Sections
7.3.2 and 8.6.1 of ASME A112.19.2—
2018 reflects the resolution
specifications of the equipment required
for use in the test procedures, including
the receiving vessel, the load cell and
other apparatus capable of measuring
volumes (at 0.07 gallons, or 0.25 liters).
As noted by PMI, although the
instruments and equipment used in
testing often have a resolution of 0.01
gallons, the larger tolerance at 0.07
gallons is to allow variations with
inexact fill valves and manufacturing
tolerances. Further, Section 7.3.3 and
8.6.2 of ASME A112.19.2—-2018 requires

that the tests be repeated three times at
each of the test pressures. In addition,
DOE sampling requirements for
represented values of water
consumption require that the minimum
number of units tested shall be no fewer
than two. See 10 CFR 429.30 and 10
CFR 429.31. As discussed in the May
2021 NOPR, a basic model must comply
with the applicable energy conservation
standard to be distributed in commerce.
Individual test measurements may vary
within the sample for a given basic
model, but all of the measurement
cannot systemically test more
consumptive than the standard when
certification testing is being conducted
in order to obtain a valid representation.
With no fewer than two sample units
per basic model and three runs per unit,
DOE believes the variation in the final
represented value will be minimal.

Consistent with comments from PMI,
DOE has no evidence to suggest that
manufacturers are using rounding
requirements as a means to exploit
compliance with water conservation
standards for these products. DOE
expects that changes in equipment
resolution and rounding requirements
or any considerations to increase
repetitions at each pressure would
require currently certified water closets
and urinals to be retested and
recertified. Requiring improved
resolution or more tests would create
additional manufacturer burden without
clear benefits, given the testing and
sampling requirements discussed. For
all the reasons presented, DOE is
maintaining the current specifications
in appendix T regarding measurement
and rounding specifications.

F. Connected and Electronic Products

In response to the May 2021 NOPR,
CA IOUs commented that they support
DOE continuing to evaluate integrating
connected (i.e., Smart Technology)
products. They also stated that in part
due to the COVID-19 Pandemic, they
expect more widespread adoption of
electronic, hand-free flushing operations
for water closets and urinals. As such,
they are concerned that future demand
may increase standby energy
consumption in the future. They
encouraged DOE to further evaluate
touchless technology and sensors
including ultrasonic, mechanical
vibration-based approaches, and radio-
frequency identification readers.
However, CA I0Us commented that
they do not believe the current test
procedures impedes any advances in
“smart”” functionalities. (CA I0OUs, No.
11 at p. 3) At this time, DOE is not
making any changes to the test
procedures to incorporate ‘“smart”
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functionalities or electronic operation
but will continue to evaluate any new
technologies in future rulemakings.

G. Clarifications to 10 CFR 430.23 and
Appendix T

In the May 2021 NOPR, DOE
proposed to replace the language “‘the
maximum permissible water use
allowed” in 10 CFR 430.23(u) and 10
CFR 430.23(v) with ‘“the water use”.
DOE noted that this amendment would
clarify that the DOE test procedures
measure water use, whereas the
standards in 10 CFR 430.32(q) and (r)
establish the maximum allowable water
use for water closets and urinals,
respectively. DOE requested comment
on this proposal. 86 FR 27281, 27290.
DOE did not receive any comments on
this proposal. For the reasons discussed
in the May 2021 NOPR, DOE
incorporates these edits in this final
rule.

In this final rule, DOE has also
modified 10 CFR 430.23(q) to
incorporate all water closet types and
their maximum flush rates into one
centralized table. The dates when each
energy conservation standards are
applicable are shown in the table. This
section was updated for ease of reading
and added clarity only. DOE notes that
the energy conservation standards based
on each water closet type remains
unchanged with this update.

In this final rule, DOE has also added
additional clarification in appendix T to
describe that when measuring the flush
volume at a given pressure,
manufacturers are to average the
individual flush volumes at a given
pressure from the three tests. The final
measured flush volume for each unit, is
the average of the total flush volumes
recorded at each test pressure. This
update aligns with the industry
standard and does not change current
practices. The additions only provide
clarity to the order of averaging tests
when conducting the flush volume test
for water closets and urinals. As such,
DOE has adopted these clarifications in
this final rule.

Lastly, in this final rule, DOE has
made minor editorial changes to some of
the language in appendix T to improve
readability. This includes text
consistent with ASME A112.19.2-2018
clarifying the sequence of averaging and
converting the water closet standards
from text into a chart substantively the
same as the proposed regulatory text.
These edits do not impact the results of
the test procedure and as such, are
adopted in this final rule.

H. Test Procedure Costs

In this final rule, DOE amends the test
procedures for water closets and urinals
to reference the most recent update to
the relevant industry standard, ASME
112.19.2-2018. In addition, DOE is also
amending certain definitions, and
adding definitions for a number of terms
which are currently used in the Federal
test procedures but not defined. The
adopted amendments are consistent
with current industry standards, and
therefore would not impact the
measured values of water use for water
closets and urinals under appendix T,
assuming current industry practice is to
follow those standards. In accordance
with EPCA, DOE has determined that
these adopted amendments will not be
unduly burdensome for manufacturers
to conduct. Further, DOE has
determined that the adopted test
procedure amendments will not impact
testing costs already experienced by
manufacturers.

I Effective and Compliance Dates

The effective date for the adopted test
procedure amendment will be 30 days
after publication of this final rule in the
Federal Register. EPCA prescribes that
all representations of energy efficiency
and energy use, including those made
on marketing materials and product
labels, must be made in accordance with
an amended test procedure, beginning
180 days after publication of the final
rule in the Federal Register. (42 U.S.C.
6293(c)(2)) EPCA provides an allowance
for individual manufacturers to petition
DOE for an extension of the 180-day
period if the manufacturer may
experience undue hardship in meeting
the deadline. (42 U.S.C. 6293(c)(3)) To
receive such an extension, petitions
must be filed with DOE no later than 60
days before the end of the 180-day
period and must detail how the
manufacturer will experience undue
hardship. (Id.)

IV. Procedural Issues and Regulatory
Review

A. Review Under Executive Order 12866

The Office of Management and Budget
(“OMB”’) has determined this test
procedure rulemaking does not
constitute a “significant regulatory
action” under section 3(f) of Executive
Order (“E.O.”) 12866, Regulatory
Planning and Review, 58 FR 51735 (Oct.
4, 1993). Accordingly, this action was
not subject to review under the
Executive Order by the Office of
Information and Regulatory Affairs
(“OIRA”) in OMB.

B. Review Under the Regulatory
Flexibility Act

The Regulatory Flexibility Act (5
U.S.C. 601 et seq.) requires preparation
of a final regulatory flexibility analysis
(FRFA) for any final rule where the
agency was first required by law to
publish a proposed rule for public
comment, unless the agency certifies
that the rule, if promulgated, will not
have a significant economic impact on
a substantial number of small entities.
As required by Executive Order 13272,
“Proper Consideration of Small Entities
in Agency Rulemaking,” 67 FR 53461
(August 16, 2002), DOE published
procedures and policies on February 19,
2003 to ensure that the potential
impacts of its rules on small entities are
properly considered during the DOE
rulemaking process. 68 FR 7990. DOE
has made its procedures and policies
available on the Office of the General
Counsel’s website: energy.gov/gc/office-
general-counsel.

In the May 2021 NOPR, DOE
tentatively concluded that the impacts
of the test procedure amendments
proposed in the NOPR would not have
a ‘“significant economic impact on a
substantial number of small entities,”
and that the preparation of an initial
regulatory flexibility analysis (IRFA)
was not warranted, and that DOE would
transmit the certification and supporting
statement of factual basis to the Chief
Counsel for Advocacy of the Small
Business Administration for review.

As stated, the amendments adopted in
this final rule amend the test procedures
for water closets and urinals, consistent
with the most recent version of the
referenced industry standard. In
addition, DOE amends certain
definitions, and adds definitions for the
terms currently used in the Federal test
procedures, but not currently defined.
DOE has determined that the adopted
test procedure amendments would not
impact testing costs already experience
by manufacturers.

The amendments adopted in this final
rule would not have significant
economic impact on small businesses.
The Small Business Administration
(“SBA”) considers a business entity to
be a small business, if, together with its
affiliates, it employs less than a
threshold number of workers or earns
less than the average annual receipts
specified in 13 CFR part 121. The
threshold values set forth in these
regulations use size standards and codes
established by the North American
Industry Classification System
(“NAICS”).14 DOE used three NAICS

14 The size standards are listed by NAICS code
and industry description and are available at:
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codes to cover all potential products for
this rulemaking: 327110 (pottery,
ceramics, and plumbing fixture
manufacturing); 326191 (plastics
plumbing fixture manufacturing);
332999 (all other miscellaneous
fabricated metal product
manufacturing). The threshold for
NAICS classification code 327110
(pottery, ceramics, and plumbing fixture
manufacturing), which includes most
urinals and water closets covered by
this rulemaking, is 1,000 employees or
fewer. The threshold for NAICS
classification codes 326191 (plastics
plumbing fixture manufacturing) and
332999 (all other miscellaneous
fabricated metal product manufacturing)
is 750 employees or fewer. Since NAICS
classification code 327110 includes the
majority of water closet and urinal
manufacturing and DOE assumes that
most, if not all, water closet and urinal
manufacturers make at least some
products covered by that NAICS
classification code, DOE used the more
conservative 1,000 employee threshold
value for this regulatory flexibility
analysis.

DOE collected data from DOE’s
compliance certification database to
identify manufacturers of water closets
and urinals.’> DOE then consulted
publicly-available data and contacted
manufacturers, where needed, to
determine if they meet the SBA’s
definition of a “small business” and
have their manufacturing facilities
located within the United States. Based
on this analysis, DOE identified 19
small businesses that manufacture
either water closets or urinals covered
by the proposed test procedures. As
noted previously, DOE concluded in the
May 2021 NOPR that the proposed
amendments to the test procedure
would not have a “significant economic
impact on a substantial number of small
entities”” because the amendments to the
test procedure are largely updates to
harmonize the DOE test procedure with
the industry test procedure currently in
use, and these updates will not increase
the cost of testing nor require retesting
and recertification of basic models.

For the same reasons discussed in the
May 2021 NOPR, DOE concludes that
the cost effects accruing from the final
rule would not have a “significant
economic impact on a substantial
number of small entities,” and that the
preparation of a FRFA is not warranted.

www.sba.gov/document/support--table-size-
standards (Last accessed on December 1, 2021).

15 Certified equipment in the CCD are listed by
product class and can be accessed at
www.regulations.doe.gov/certification-data/
#qg=Product_Group_s%3A* (Last accessed
December 1, 2021).

DOE has submitted a certification and
supporting statement of factual basis to
the Chief Counsel for Advocacy of the
Small Business Administration for
review under 5 U.S.C. 605(b).

C. Review Under the Paperwork
Reduction Act of 1995

Manufacturers of water closets and
urinals must certify to DOE that their
products comply with any applicable
energy conservation standards. To
certify compliance, manufacturers must
first obtain test data for their products
according to the DOE test procedures,
including any amendments adopted for
those test procedures. DOE has
established regulations for the
certification and recordkeeping
requirements for all covered consumer
products and commercial equipment,
including water closets and urinals. (See
generally 10 CFR part 429.) The
collection-of-information requirement
for the certification and recordkeeping
is subject to review and approval by
OMB under the Paperwork Reduction
Act (PRA). This requirement has been
approved by OMB under OMB control
number 1910-1400. Public reporting
burden for the certification is estimated
to average 35 hours per response,
including the time for reviewing
instructions, searching existing data
sources, gathering and maintaining the
data needed, and completing and
reviewing the collection of information.

Notwithstanding any other provision
of the law, no person is required to
respond to, nor shall any person be
subject to a penalty for failure to comply
with, a collection of information subject
to the requirements of the PRA, unless
that collection of information displays a
currently valid OMB Control Number.

D. Review Under the National
Environmental Policy Act of 1969

In this final rule, DOE establishes test
procedure amendments that it expects
will be used to develop and implement
future energy conservation standards for
water closets and urinals. DOE has
determined that this rule falls into a
class of actions that are categorically
excluded from review under the
National Environmental Policy Act of
1969 (42 U.S.C. 4321 et seq.) and DOE’s
implementing regulations at 10 CFR part
1021. Specifically, DOE has determined
that adopting test procedures for
measuring energy efficiency of
consumer products and industrial
equipment is consistent with activities
identified in 10 CFR part 1021,
appendix A to subpart D, A5 and A6.
Accordingly, neither an environmental
assessment nor an environmental
impact statement is required.

E. Review Under Executive Order 13132

Executive Order 13132, “Federalism,”
64 FR 43255 (August 4, 1999), imposes
certain requirements on agencies
formulating and implementing policies
or regulations that preempt State law or
that have Federalism implications. The
Executive order requires agencies to
examine the constitutional and statutory
authority supporting any action that
would limit the policymaking discretion
of the States and to carefully assess the
necessity for such actions. The
Executive order also requires agencies to
have an accountable process to ensure
meaningful and timely input by State
and local officials in the development of
regulatory policies that have Federalism
implications. On March 14, 2000, DOE
published a statement of policy
describing the intergovernmental
consultation process it will follow in the
development of such regulations. 65 FR
13735. DOE examined this final rule
and determined that it will not have a
substantial direct effect on the States, on
the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. EPCA governs and
prescribes Federal preemption of State
regulations as to energy conservation for
the products that are the subject of this
final rule. States can petition DOE for
exemption from such preemption to the
extent, and based on criteria, set forth in
EPCA. (42 U.S.C. 6297(d)) No further
action is required by Executive Order
13132.

F. Review Under Executive Order 12988

Regarding the review of existing
regulations and the promulgation of
new regulations, section 3(a) of
Executive Order 12988, “Civil Justice
Reform,” 61 FR 4729 (Feb. 7, 1996),
imposes on Federal agencies the general
duty to adhere to the following
requirements: (1) Eliminate drafting
errors and ambiguity; (2) write
regulations to minimize litigation; (3)
provide a clear legal standard for
affected conduct rather than a general
standard; and (4) promote simplification
and burden reduction. Section 3(b) of
Executive Order 12988 specifically
requires that Executive agencies make
every reasonable effort to ensure that the
regulation (1) clearly specifies the
preemptive effect, if any; (2) clearly
specifies any effect on existing Federal
law or regulation; (3) provides a clear
legal standard for affected conduct
while promoting simplification and
burden reduction; (4) specifies the
retroactive effect, if any; (5) adequately
defines key terms; and (6) addresses


http://www.regulations.doe.gov/certification-data/#q=Product_Group_s%3A*
http://www.regulations.doe.gov/certification-data/#q=Product_Group_s%3A*
http://www.sba.gov/document/support--table-size-standards
http://www.sba.gov/document/support--table-size-standards
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other important issues affecting clarity
and general draftsmanship under any
guidelines issued by the Attorney
General. Section 3(c) of Executive Order
12988 requires executive agencies to
review regulations in light of applicable
standards in sections 3(a) and 3(b) to
determine whether they are met, or it is
unreasonable to meet one or more of
them. DOE has completed the required
review and determined that, to the
extent permitted by law, this final rule
meets the relevant standards of
Executive Order 12988.

G. Review Under the Unfunded
Mandates Reform Act of 1995

Title II of the Unfunded Mandates
Reform Act of 1995 (“UMRA”’) requires
each Federal agency to assess the effects
of Federal regulatory actions on State,
local, and Tribal governments and the
private sector. Public Law 104—4, sec.
201 (codified at 2 U.S.C. 1531). For a
regulatory action resulting in a rule that
may cause the expenditure by State,
local, and Tribal governments, in the
aggregate, or by the private sector of
$100 million or more in any one year
(adjusted annually for inflation), section
202 of UMRA requires a Federal agency
to publish a written statement that
estimates the resulting costs, benefits,
and other effects on the national
economy. (2 U.S.C. 1532(a), (b)) The
UMRA also requires a Federal agency to
develop an effective process to permit
timely input by elected officers of State,
local, and Tribal governments on a
proposed ‘“significant intergovernmental
mandate,” and requires an agency plan
for giving notice and opportunity for
timely input to potentially affected
small governments before establishing
any requirements that might
significantly or uniquely affect small
governments. On March 18, 1997, DOE
published a statement of policy on its
process for intergovernmental
consultation under UMRA. 62 FR
12820; also available at http://
energy.gov/gc/office-general-counsel.
DOE examined this final rule according
to UMRA and its statement of policy
and determined that the rule contains
neither an intergovernmental mandate,
nor a mandate that may result in the
expenditure of $100 million or more in
any year, so these requirements do not
apply.

H. Review Under the Treasury and

General Government Appropriations
Act, 1999

Section 654 of the Treasury and
General Government Appropriations
Act, 1999 (Pub. L. 105-277) requires
Federal agencies to issue a Family
Policymaking Assessment for any rule

that may affect family well-being. This
final rule will not have any impact on
the autonomy or integrity of the family
as an institution. Accordingly, DOE has
concluded that it is not necessary to
prepare a Family Policymaking
Assessment.

I. Review Under Executive Order 12630

DOE has determined, under Executive
Order 12630, “Governmental Actions
and Interference with Constitutionally
Protected Property Rights” 53 FR 8859
(March 18, 1988), that this regulation
will not result in any takings that might
require compensation under the Fifth
Amendment to the U.S. Constitution.

J. Review Under Treasury and General
Government Appropriations Act, 2001

Section 515 of the Treasury and
General Government Appropriations
Act, 2001 (44 U.S.C. 3516 note) provides
for agencies to review most
disseminations of information to the
public under guidelines established by
each agency pursuant to general
guidelines issued by OMB. OMB’s
guidelines were published at 67 FR
8452 (Feb. 22, 2002), and DOE’s
guidelines were published at 67 FR
62446 (Oct. 7, 2002). Pursuant to OMB
Memorandum M-19-15, Improving
Implementation of the Information
Quality Act (April 24, 2019), DOE
published updated guidelines which are
available at https://www.energy.gov/
sites/prod/files/2019/12/f70/DOE
%20Final%20Updated % 20I1QA %20
Guidelines%20Dec %202019.pdf. DOE
has reviewed this final rule under the
OMB and DOE guidelines and has
concluded that it is consistent with
applicable policies in those guidelines.

K. Review Under Executive Order 13211

Executive Order 13211, “Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use,” 66 FR 28355 (May
22, 2001), requires Federal agencies to
prepare and submit to OMB, a
Statement of Energy Effects for any
significant energy action. A “significant
energy action” is defined as any action
by an agency that promulgated or is
expected to lead to promulgation of a
final rule, and that (1) is a significant
regulatory action under Executive Order
12866, or any successor order; and (2)
is likely to have a significant adverse
effect on the supply, distribution, or use
of energy; or (3) is designated by the
Administrator of OIRA as a significant
energy action. For any significant energy
action, the agency must give a detailed
statement of any adverse effects on
energy supply, distribution, or use if the
regulation is implemented, and of

reasonable alternatives to the action and
their expected benefits on energy
supply, distribution, and use.

This regulatory action is not a
significant regulatory action under
Executive Order 12866. Moreover, it
would not have a significant adverse
effect on the supply, distribution, or use
of energy, nor has it been designated as
a significant energy action by the
Administrator of OIRA. Therefore, it is
not a significant energy action, and,
accordingly, DOE has not prepared a
Statement of Energy Effects.

L. Review Under Section 32 of the
Federal Energy Administration Act of
1974

Under section 301 of the Department
of Energy Organization Act (Pub. L. 95—
91; 42 U.S.C. 7101), DOE must comply
with section 32 of the Federal Energy
Administration Act of 1974, as amended
by the Federal Energy Administration
Authorization Act of 1977. (15 U.S.C.
788; “FEAA”) Section 32 essentially
provides in relevant part that, where a
proposed rule authorizes or requires use
of commercial standards, the notice of
proposed rulemaking must inform the
public of the use and background of
such standards. In addition, section
32(c) requires DOE to consult with the
Attorney General and the Chairman of
the Federal Trade Commission (“FTC”)
concerning the impact of the
commercial or industry standards on
competition.

The modifications to the test
procedure for water closets and urinals
adopted in this final rule incorporates
testing methods contained in certain
sections of the following commercial
standards: ASME A112.19.2-2018. DOE
has evaluated these standards and is
unable to conclude whether it fully
complies with the requirements of
section 32(b) of the FEAA (i.e., whether
it was developed in a manner that fully
provides for public participation,
comment, and review.) DOE has
consulted with both the Attorney
General and the Chairman of the FTC
about the impact on competition of
using the methods contained in these
standards and has received no
comments objecting to their use.

M. Congressional Notification

As required by 5 U.S.C. 801, DOE will
report to Congress on the promulgation
of this rule before its effective date. The
report will state that it has been
determined that the rule is not a ‘““‘major
rule” as defined by 5 U.S.C. 804(2).


https://www.energy.gov/sites/prod/files/2019/12/f70/DOE%20Final%20Updated%20IQA%20Guidelines%20Dec%202019.pdf
https://www.energy.gov/sites/prod/files/2019/12/f70/DOE%20Final%20Updated%20IQA%20Guidelines%20Dec%202019.pdf
https://www.energy.gov/sites/prod/files/2019/12/f70/DOE%20Final%20Updated%20IQA%20Guidelines%20Dec%202019.pdf
https://www.energy.gov/sites/prod/files/2019/12/f70/DOE%20Final%20Updated%20IQA%20Guidelines%20Dec%202019.pdf
http://energy.gov/gc/office-general-counsel
http://energy.gov/gc/office-general-counsel
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N. Description of Materials Incorporated
by Reference

In this final rule, DOE incorporates by
reference the test jointly published by
the American Society of Mechanical
Engineers (“ASME”) and the Canadian
Standards Association (“CSA Group”’)
designated ASME A112.19.2-2018.
ASME A112.19.2-2018 is an industry-
accepted test procedure that measures
water consumption for water closets and
urinals, and is applicable to products
sold in North America. Specifically, the
test procedure codified by this final rule
references various sections of ASME
A112.19.2—-2018 that address test setup,
apparatus, test conduct, and
calculations. These sections of ASME
A112.19.2-2018 are Section 7.1.1 “All
tests,” Section 7.1.2 “Gravity flush tank
water closets,” Section 7.1.3
“Flushometer tank, electro-hydraulic, or
other pressurized flushing device water
closets,” Section 7.1.4 “Flushometer
valve water closets,” Section 7.1.5
“Procedures for standardizing the water
supply system,” Section 7.3 “Water
consumption test,” Section 8.2.1,
Section 8.2.2, and Section 8.2.3, Section
8.6 “Water Consumption Test,” Table 5
“Static test pressures for water closets,
kPa (psi),” and Table 6 ““Static test
pressures for urinals, kPa (psi).”

Copies of ASME A112.19.2-2018 may
be purchased from the ASME at Three
Park Avenue, New York, NY 10016, 1—
800 843-2763, or by going to https://
www.asme.org/codes-standards/find-
codes-standards/a112-19-2-csa-b45-1-
ceramic-plumbing-fixtures?productKey=
J0121TM1:J0121TM1.

V. Approval of the Office of the
Secretary

The Secretary of Energy has approved
publication of this final rule.

List of Subjects in 10 CFR Part 430

Administrative practice and
procedure, Confidential business
information, Energy conservation,
Household appliances, Imports,
Incorporation by reference,
Intergovernmental relations, Small
businesses.

Signing Authority

This document of the Department of
Energy was signed on March 17, 2022,
by Kelly J. Speakes-Backman, Principal
Deputy Assistant Secretary for Energy
Efficiency and Renewable Energy,
pursuant to delegated authority from the
Secretary of Energy. That document
with the original signature and date is
maintained by DOE. For administrative
purposes only, and in compliance with
requirements of the Office of the Federal
Register, the undersigned DOE Federal

Register Liaison Officer has been
authorized to sign and submit the
document in electronic format for
publication, as an official document of
the Department of Energy. This
administrative process in no way alters
the legal effect of this document upon
publication in the Federal Register.
Signed in Washington, DC, on March 18,
2022.
Treena V. Garrett
Federal Register Liaison Officer, U.S.
Department of Energy.
For the reasons stated in the
preamble, DOE amends 10 CFR part 430
as set forth below:

PART 430—ENERGY CONSERVATION
PROGRAM FOR CONSUMER
PRODUCTS

m 1. The authority citation for part 430
continues to read as follows:

Authority: 42 U.S.C. 6291-6309; 28 U.S.C.
2461 note.

m 2. Section 430.2 is amended by:
m a. Adding in alphabetical order
definitions for “Blowout action” and
“Blowout bowl”’;
m b. Removing the definition for
“Blowout toilet”;
m c. Removing the definition of
“Electromechanical hydraulic toilet”
and adding in its place a definition for
“Electromechanical hydraulic water
closet’’; and
m d. Adding in alphabetical order
definitions for “Gravity flush tank water
closet”, “Siphonic action”, “Siphonic
bowl”, and “Trough-type urinal”.

The additions read as follows:

§430.2 Definitions.

* * * * *

Blowout action means a means of
flushing a water closet whereby a jet of
water directed at the bowl outlet
opening pushes the bowl contents into
the upleg, over the weir, and into the
gravity drainage system.

Blowout bowl means a non-siphonic
water closet bowl with an integral
flushing rim, a trap at the rear of the
bowl, and a visible or concealed jet that

operates with a blowout action.
* * * * *

Electromechanical hydraulic water
closet means any water closet that
utilizes electrically operated devices,
such as, but not limited to, air
compressors, pumps, solenoids, motors,
or macerators in place of or to aid
gravity in evacuating waste from the

toilet bowl.
* * * * *

Gravity flush tank water closet means
a water closet designed to flush the

bowl with water supplied by gravity
only.
* * * * *

Siphonic action means the movement
of water through a flushing fixture by
creating a siphon to remove waste
material.

Siphonic bowl means a water closet
bowl that has an integral flushing rim,
a trap at the front or rear, and a floor or
wall outlet, and operates with a

siphonic action (with or without a jet).
* * * * *

Trough-type urinal means a urinal
designed for simultaneous use by two or
more people.

* * * * *

m 3. Section 430.3 is amended by
revising paragraph (a) and the
introductory text to paragraph (h) and
adding paragraph (h)(3) to read as
follows:

§430.3 Materials incorporated by
reference.

(a) Certain material is incorporated by
reference into this part with the
approval of the Director of the Federal
Register in accordance with 5 U.S.C.
552(a) and 1 CFR part 51. To enforce
any edition other than that specified in
this section, the U.S. Department of
Energy (DOE) must publish a document
in the Federal Register and the material
must be available to the public. All
approved material is available for
inspection at the DOE and at the
National Archives and Records
Administration (NARA). Contact DOE
at: The U.S. Department of Energy,
Office of Energy Efficiency and
Renewable Energy, Building
Technologies Program, Sixth Floor, 950
L’Enfant Plaza SW, Washington, DC
20024, (202) 586—9127, Buildings@
ee.doe.gov, https://www.energy.gov/
eere/buildings/appliance-and-
equipment-standards-program. For
information on the availability of this
material at NARA, email: fr.inspection@
nara.gov, or go to: www.archives.gov/
federal-register/cfr/ibr-locations.html.
The material may be obtained from the
sources in the following paragraphs of

this section.
* * * * *

(h) ASME. American Society of
Mechanical Engineers, Three Park
Avenue, New York, NY 10016-5990, 1—
800 843-2763, or go to www.asme.org.

* * * * *

(3) ASME A112.19.2-2018/CSA
B45.1-18 (“ASME A112.19.2-2018""),
“Ceramic plumbing fixtures”, July 2018
(including Errata—October 2018); IBR
approved for appendix T to subpart B.

* * * * *


https://www.asme.org/codes-standards/find-codes-standards/a112-19-2-csa-b45-1-ceramic-plumbing-fixtures?productKey=J0121TM1:J0121TM1
https://www.asme.org/codes-standards/find-codes-standards/a112-19-2-csa-b45-1-ceramic-plumbing-fixtures?productKey=J0121TM1:J0121TM1
https://www.asme.org/codes-standards/find-codes-standards/a112-19-2-csa-b45-1-ceramic-plumbing-fixtures?productKey=J0121TM1:J0121TM1
https://www.asme.org/codes-standards/find-codes-standards/a112-19-2-csa-b45-1-ceramic-plumbing-fixtures?productKey=J0121TM1:J0121TM1
https://www.asme.org/codes-standards/find-codes-standards/a112-19-2-csa-b45-1-ceramic-plumbing-fixtures?productKey=J0121TM1:J0121TM1
http://www.archives.gov/federal-register/cfr/ibr-locations.html
http://www.archives.gov/federal-register/cfr/ibr-locations.html
mailto:fr.inspection@nara.gov
mailto:fr.inspection@nara.gov
mailto:Buildings@ee.doe.gov
mailto:Buildings@ee.doe.gov
http://www.asme.org
https://www.energy.gov/eere/buildings/appliance-and-equipment-standards-program
https://www.energy.gov/eere/buildings/appliance-and-equipment-standards-program
https://www.energy.gov/eere/buildings/appliance-and-equipment-standards-program
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m 4. Section 430.23 is amended by
revising paragraphs (u) and (v) to read
as follows:

§430.23 Test procedures for the
measurement of energy and water
consumption.

* * * * *

(u) Water closets. Measure the water
use for water closets, expressed in
gallons or liters per flush (gpf or Lpf),
in accordance with section 3(a) of
appendix T to this subpart.

(v) Urinals. Measure the water use for
urinals, expressed in gallons or liters
per flush (gpf or Lpf), in accordance
with section 3(b) of appendix T to this
subpart.

* * * * *

m 5. Appendix T to subpart B of part 430
is revised to read as follows:

Appendix T to Subpart B of Part 430—
Uniform Test Method for Measuring the
Water Consumption of Water Closets
and Urinals

Note: After September 19, 2022,
representations made with respect to the
water consumption of water closets or urinals
must fairly disclose the results of testing
pursuant to this appendix.

On or after April 22, 2022 and prior to
September 19, 2022 representations,
including compliance certifications, made
with respect to the water consumption of
water closets or urinals must fairly disclose
the results of testing pursuant to either this
appendix or the appendix as it appeared at
10 CFR part 430, subpart B, in the 10 CFR
parts 200 to 499 edition revised as of January
1, 2014. Representations made with respect
to the water consumption of water closets or
urinals tested within that range of time must
fairly disclose the results of testing under the
selected version. Given that after September
19, 2022 representations with respect to the
water consumption of water closets and
urinals must be made in accordance with
tests conducted pursuant to this appendix,
manufacturers may wish to begin using this
test procedure as soon as possible.

0. Incorporation by Reference

DOE incorporated by reference in §430.3,
the entire standard for ASME A112.19.2—
2018; however, only enumerated provisions
of that document apply to this appendix, as
follows. Treat precatory language in ASME
A112.19.2-2018 as mandatory for the
purpose of testing.

a. Section 7.1.1 “All tests,” including
Figures 11 and 12, as specified in section 2.a
of this appendix;

b. Section 7.1.2 “Gravity flush tank water
closets,” as specified in section 2.a of this
appendix;

c. Section 7.1.3 “Flushometer tank, electro-
hydraulic, or other pressurized flushing
device water closets,” as specified in section
2.a of this appendix;

d. Section 7.1.4 “Flushometer valve water
closets,” as specified in section 2.a of this
appendix;

e. Section 7.1.5 “Procedures for
standardizing the water supply system,”
including Figures 11 and 12, as specified in
section 2.a of this appendix;

f. Section 7.3 “Water consumption test,” as
specified in section 3.a of this appendix,
except sections 7.3.4 and 7.3.5;

f. Section 8.2.1, including Figure 12, as
specified in section 2.b of this appendix;

g. Section 8.2.2, as specified in section 2.b
of this appendix;

h. Section 8.2.3, as specified in section 2.b
of this appendix;

i. Section 8.6 “Water Consumption Test,”
as specified in section 3.b of this appendix,
except sections 8.6.3 and 8.6.4;

j. Table 5 ““Static test pressures for water
closets, kPa (psi),” as specified in sections 2.a
and 3.a of this appendix; and

k. Table 6 ““Static test pressures for urinals,
kPa (psi)” as specified in sections 2.a and 3.a
of this appendix.

In cases where there is a conflict, the
language of the test procedure in this
appendix takes precedence over ASME
A112.19.2-2018.

1. Scope

This appendix sets forth the test
requirements used to measure the hydraulic
performances of water closets and urinals.

2. Test Apparatus and General Instructions

a. When testing a water closet, use the test
apparatus and follow the instructions
specified in Sections 7.1.1 (including Table
5),7.1.2,7.1.3, 7.1.4, and 7.1.5 of ASME
A112.19.2-2018). The flushometer valve
used in the water consumption test must
represent the maximum design flush volume
of the water closet. Record each measurement
at the resolution of the test apparatus. Round
each calculation of water consumption for
each tested unit to the same number of
significant digits as the previous step.

b. When testing a urinal, use the test
apparatus and follow the instructions
specified in Sections 8.2.1, 8.2.2, and 8.2.3
(including Table 6) of ASME A112.19.2—
2018. The flushometer valve used in the
water consumption test must represent the
maximum design flush volume of the urinal.
Record each measurement at the resolution of
the test apparatus. Round each calculation of
water consumption for each tested unit to the
same number of significant digits as the
previous step.

3. Test Measurement

a. Water closets:

(i) Measure the water flush volume for
water closets, expressed in gallons per flush
(gpf) or liters per flush (Lpf), in accordance

with Section 7.3, Water Consumption Test, of
ASME A112.19.2-2018. For dual-flush water
closets, the measurement of the water flush
volume shall be conducted separately for the
full-flush and reduced-flush modes and in
accordance with the test requirements
specified Section 7.3, Water Consumption
Test, of ASME A112.19.2-2018. The final
measured flush volume for each tested unit
is the average of the total flush volumes
recorded at each test pressure as specified in
Table 5 “Static test pressures for water
closets, kPa (psi),” of ASME A112.19.2-2018,
based on the average of the individual flush
volumes at a given pressure from the three
tests.

(ii) Flush volume and tank trim component
adjustments: For gravity flush tank water
closets, set trim components that can be
adjusted to cause an increase in flush
volume, including (but not limited to) the
flapper valve, fill valve, and tank water level,
in accordance with the printed installation
instructions supplied by the manufacturer
with the unit. If the printed installation
instructions for the model to be tested do not
specify trim setting adjustments, adjust these
trim components to the maximum water use
setting so that the maximum flush volume is
produced without causing the water closet to
malfunction or leak. Set the water level in the
tank to the maximum water line designated
in the printed installation instructions
supplied by the manufacturer or the
designated water line on the tank itself,
whichever is higher. If the printed
installation instructions or the water closet
tank do not indicate a water level, adjust the
water level to 1£0.1 inches below the top of
the overflow tube or, for gravity flush tank
water closets that do not contain an overflow
tube, 1£0.1 inches below the top rim of the
water-containing vessel for each designated
pressure specified in Table 5 of ASME
A112.19.2-2018.

b. Urinals—Measure water flush volume
for urinals, expressed in gallons per flush
(gpf) or liters per flush (Lpf), in accordance
with Section 8.6, Water Consumption Test, of
ASME A112.19.2-2018. The final measured
flush volume for each tested unit is the
average of the total flush volumes recorded
at each test pressure as specified in Table 6
“Static test pressures for urinals, kPa (psi),”
of ASME A112.19.2—2018, based on the
average of the individual flush volumes at a
given pressure from the three tests.

m 6. Section 430.32 is amended by
revising paragraph (q) to read as follows:

§430.32 Energy and water conservation
standards and their compliance dates.
* * * * *

(q) Water closets. The maximum
water use allowed in gallons per flush
for any of the following water closets is
as follows:
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Maximum flush rate
(gpf (Lpf))
Water closet type Manufactured Manufactured
after January 1, | after January 1,
1994 1997

(1) Gravity flush tank Water CIOSET ..........cciiiiiiiice e 1.6 (6.0) 1.6 (6.0)
(2) Flushometer tank water closet 1.6 (6.0) 1.6 (6.0)
(3) Electromechanical hydraulic Water CIOSEL ..........c.cucoiiiiiiiieeeree e 1.6 (6.0) 1.6 (6.0)
(4) Blowout DOWI WALET CIOSET .....ouiiiiiiiieii ettt n e s 3.5 (13.2) 3.5 (13.2)
(5) Flushometer valve water closets, other than those with bIowout BOWIS ..........ccccceiiiiiiiiiiieceis | e 1.6 (6.0)

* * * * *

[FR Doc. 2022—06138 Filed 3—22-22; 8:45 am|
BILLING CODE 6450-01-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 25

[Docket No. FAA-2014-1076; Special
Conditions No. 25-607A-SC]

Special Conditions: Dassault Aviation
Model Falcon 6X, Limit Pilot Forces—
Side-Stick Controller

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final special conditions;
amendment.

SUMMARY: These special conditions are
issued for the Dassault Aviation
(Dassault) Model Falcon 6X airplane.
This airplane will have a novel or
unusual design feature when compared
to the state of technology envisioned in
the airworthiness standards for
transport-category airplanes. This
airplane is equipped with an electronic
flight-control system that includes pilot
controls through a side stick instead of
through a conventional wheel or control
stick. The applicable airworthiness
regulations do not contain adequate or
appropriate safety standards for this
design feature. These special conditions
contain the additional safety standards
that the Administrator considers
necessary to establish a level of safety
equivalent to that established by the
existing airworthiness standards.
DATES: This action is effective on
Dassault on March 23, 2022.

FOR FURTHER INFORMATION CONTACT:
Todd Martin, Materials and Structural
Properties Section, AIR-621, Technical
Innovation Policy Branch, Policy and
Innovation Division, Aircraft
Certification Service, Federal Aviation
Administration, 2200 South 216th
Street, Des Moines, Washington 98198;
telephone and fax 206-231-3210; email
todd.martin@faa.gov.

SUPPLEMENTARY INFORMATION:

Background

On July 1, 2012, Dassault Aviation
applied for a type certificate for their
new Model Falcon 5X airplane. Special
conditions were issued for that design
on January 27, 2016 (81 FR 4579).
However, Dassault has decided not to
release an airplane under the model
designation Falcon 5X, instead choosing
to change that model designation to
Falcon 6X.

In February of 2018, due to engine
supplier issues, Dassault extended the
type certificate application date for their
Model Falcon 5X airplane under new
Model Falcon 6X. This amendment to
the original special conditions reflects
the model-name change. This airplane is
a twin-engine business jet with seating
for 19 passengers and a maximum
takeoff weight of 77,460 pounds. The
Dassault Model Falcon 6X airplane
design remains unchanged from the
Model Falcon 5X in all material respects
other than different engines.

Type Certification Basis

Under the provisions of 14 CFR 21.17,
Dassault must show that the Model
Falcon 6X airplane meets the applicable
provisions of part 25, as amended by
Amendments 25—1 through 25-146.

If the Administrator finds that the
applicable airworthiness regulations
(i.e., 14 CFR part 25) do not contain
adequate or appropriate safety standards
for the Dassault Model Falcon 6X
airplane because of a novel or unusual
design feature, special conditions are
prescribed under the provisions of
§21.16.

Special conditions are initially
applicable to the model for which they
are issued. Should the type certificate
for that model be amended later to
include any other model that
incorporates the same novel or unusual
design feature, these special conditions
would also apply to the other model
under § 21.101.

In addition to the applicable
airworthiness regulations and special
conditions, the Dassault Model Falcon
6X airplane must comply with the fuel-
vent and exhaust-emission requirements
of 14 CFR part 34, and the noise-

certification requirements of 14 CFR
part 36.

The FAA issues special conditions, as
defined in 14 CFR 11.19, in accordance
with §11.38, and they become part of
the type certification basis under
§21.17(a)(2).

Novel or Unusual Design Features

The Dassault Model Falcon 6X
airplane will incorporate the following
novel or unusual design feature:

This airplane is equipped with an
electronic flight-control system that
includes pilot controls through a side
stick instead of through a conventional
wheel or control stick.

Discussion

The Dassault Model Falcon 6X
airplane is equipped with a side stick
instead of a conventional wheel or
control stick. The requirement of
§ 25.397(c), which defines limit pilot
forces and torques, applies to
conventional wheel or control stick and
is therefore not adequate for this new
side-stick design with electronic flight
controls that affect maneuvering.

These special conditions contain the
additional safety standards that the
Administrator considers necessary to
establish a level of safety equivalent to
that established by the existing
airworthiness standards.

Discussion of Comments

The FAA issued Final Special
Conditions, Request for Comment
Special Conditions No. 25-607—SC for
the Dassault Model Falcon 5X airplane,
which was published in the Federal
Register on January 27, 2016 (81 FR
4579). No comments were received, and
the special conditions are adopted as
proposed, with amendments.

Applicability

As discussed above, these special
conditions are applicable to the Dassault
Model Falcon 6X airplane. Should
Dassault apply at a later date for a
change to the type certificate to include
another model incorporating the same
novel or unusual design feature, these


mailto:todd.martin@faa.gov
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special conditions would apply to that
model as well.

Conclusion

This action affects only certain novel
or unusual design features on one model
of airplane. It is not a rule of general
applicability.

List of Subjects in 14 CFR Part 25

Aircraft, Aviation safety, Reporting
and recordkeeping requirements.

The authority citation for these
special conditions is as follows:

Authority: 49 U.S.C. 106(f), 106(g), 40113,
44701, 44702, 44704.

The Special Conditions

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the following special
conditions are issued, in lieu of the
aileron-control and elevator-control
forces specified in § 25.397(c), as part of
the type-certification basis for the
Dassault Model Falcon 6X airplane.

For airplanes equipped with side-
stick controls designed for forces to be
applied by one wrist and not arms, the
limit pilot forces are as follows.

1. For all components between and
including the side-stick control-
assembly handle and its control stops:

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2021-0713; Project
Identifier AD-2021-00180-R; Amendment
39-21990; AD 2022-07-03]

RIN 2120-AA64

Airworthiness Directives; Bell Textron
Inc., Helicopters

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Final rule.

Pitch Roll

Nose up, 200 Ibs force ...
Nose down, 200 lbs
force.

Nose left, 100 Ibs force.
Nose right, 100 Ibs force.

2. For all other components of the
side-stick control assembly, but
excluding the internal components of
the electrical sensor assemblies, to avoid
damage to the control system as the
result of an in-flight jam:

Pitch Roll

Nose left, 50 Ibs force.
Nose right, 50 Ibs force.

Nose up, 125 Ibs force ...
Nose down, 125 Ibs
force.

Issued in Kansas Gity, Missouri, on March
18, 2022.
Patrick R. Mullen,

Manager, Technical Innovation Policy
Branch, Policy and Innovation Division,
Aircraft Certification Service.

[FR Doc. 2022-06171 Filed 3—22-22; 8:45 am]

BILLING CODE 4910-13-P

SUMMARY: The FAA is adopting a new
airworthiness directive (AD) for Bell
Textron Inc., Model 412, 412EP, and
412CF helicopters. This AD was
prompted by evaluation results showing
flight loads that impact the collective
lever fatigue life. This AD requires
adding a permanent hours time-in-
service (TIS) penalty for certain
collective levers and prohibits installing
those collective levers unless the
permanent hours TIS penalty has been
added. The FAA is issuing this AD to
address the unsafe condition on these
products.

DATES: This AD is effective April 27,
2022.

ADDRESSES: For service information
identified in this final rule, contact Bell
Textron, Inc., P.O. Box 482, Fort Worth,
TX 76101, United States; phone 1-450—
437-2862 or 1-800—-363—8023; fax 1—
450-433-0272; email productsupport@
bellflight.com; or at https://
www.bellflight.com/support/contact-
support. You may view this service
information at the FAA, Office of the
Regional Counsel, Southwest Region,
10101 Hillwood Pkwy., Room 6N-321,
Fort Worth, TX 76177. For information
on the availability of this material at the
FAA, call (817) 222-5110.

Examining the AD Docket

You may examine the AD docket at
https://www.regulations.gov by
searching for and locating Docket No.
FAA-2021-0713; or in person at Docket
Operations between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays. The AD docket contains this
final rule, any comments received, and
other information. The address for
Docket Operations is U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue SE,
Washington, DC 20590.

FOR FURTHER INFORMATION CONTACT: Hye
Yoon Jang, Aerospace Engineer,
Delegation Oversight Section, DSCO

Branch, Compliance & Airworthiness
Division, FAA, 10101 Hillwood Pkwy.,
Fort Worth, TX 76177; telephone (817)
222-5190; email hye.yoon.jang@faa.gov.
SUPPLEMENTARY INFORMATION:

Background

The FAA issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 by adding an AD that would
apply to Bell Textron Inc., Model 412,
412EP, and 412CF helicopters. The
NPRM published in the Federal
Register on August 27, 2021 (86 FR
48078). The NPRM was prompted by the
results of an evaluation of BLR
Aerospace Strake and FastFin (Strake
and FF) system part number (P/N) 412—
705—-040-101. The NPRM stated that
during the evaluation, additional flight
loads were recorded that impact the
collective lever fatigue life. Accordingly,
the NPRM proposed to require adding a
permanent life penalty for affected
collective levers and prohibit installing
those collective levers unless the
permanent life penalty has been added.
This condition, if not addressed, could
result in fatigue damage and cracking,
failure of the collective lever, and
subsequent loss of control of the
helicopter. The FAA is issuing this AD
to address the unsafe condition on these
products.

Discussion of Final Airworthiness
Directive

Comments

The FAA received comments from
one commenter; Bell Textron, Inc. The
following presents the comments
received on the NPRM and the FAA’s
response to each comment.

Request for a Change to Nomenclature

Bell Textron, Inc., requested the FAA
revise the penalty nomenclature from
“life penalty” to “flight hour penalty”
throughout the AD action. Bell Textron,
Inc., stated that the penalty is only
applied to hours TIS and that the life
remains unchanged.

The FAA partially agrees. The FAA
agrees to changing the nomenclature;
however, the nomenclature typically
used in rotorcraft FAA AD actions for
domestic products is “hours TIS” (or
“total hours TIS”’) instead of flight hours
(or total flight hours). The FAA has
revised that nomenclature accordingly
in this final rule.

Request for a Change to the Description
of What Prompted This AD

Bell Textron, Inc., requested the FAA
clarify the description of what prompted
this AD; specifically that during the
evaluation, the additional flight loads
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that impact the collective lever fatigue
life is for helicopters with the Strake
and FF system installed.

The FAA agrees and has revised this
final rule accordingly.

Request for Changes to the Preamble

Bell Textron, Inc., requested the FAA
make revisions to the Proposed AD
Requirements in This NPRM section.

The FAA acknowledges this
comment; however, because this section
does not exist in a final rule after an
NPRM, the commenter’s request does
not apply.

Bell Textron, Inc., requested the FAA
make revisions to the Differences
Between This Proposed AD and the
Service Information section.

The FAA acknowledges this
comment; however, the specified
difference has been deleted because of
a certain other change. In light of this,
the commenter’s request no longer
applies.

Requests for Changes to the Notes

Bell Textron, Inc., requested the FAA
revise Note 1 to paragraph (g)(1)() to
clarify that the specified serial-
numbered helicopters require the flight
hour (hours TIS) penalty after delivery.

The FAA partially agrees. The FAA
agrees to clarify that the specified serial
numbers are identified as needing the
penalty applied. Accordingly, the FAA
has revised Note 1 to paragraph (g)(1)(i)
in this final rule to identify the specified
serial numbers as being originally
delivered with a Strake and FF system
installed and needing the flight hour
(hours TIS) penalty on collective lever
P/N 412-010-408-101 applied.

Bell Textron, Inc., requested the FAA
delete Note 2 to paragraph (g)(1)(ii)
because it would be redundant with
incorporation of changes to the required
actions it requested pertaining to
helicopters with a Strake and FF system
P/N 412-705-040-101 installed after
delivery from the manufacturer.

The FAA agrees and has deleted Note
2 to paragraph (g)(1)(ii) in this final rule.

Requests for Changes to the Required
Actions

Bell Textron, Inc., requested the FAA
make changes to the penalty calculation
requirement for helicopters with a
Strake and FF system P/N 412-705—
040-101 installed after delivery from
the manufacturer because the
calculation needs to provide the
remaining time for those affected
collective levers.

The FAA agrees and has revised that
requirement in this final rule.

Bell Textron, Inc., requested the FAA
delete the penalty requirement for

helicopters without a Strake and FF
system P/N 412-705-040-101 installed
because the evaluation results did not
show grounds for a flight hour penalty
for those helicopters, and according to
Bell Textron, Inc., requiring the penalty
would create unreasonable economic
losses resulting from premature
replacement of the collective lever.

The FAA agrees and has revised this
final rule accordingly.

Bell Textron, Inc., requested the FAA
revise the prohibition of installing a
new (zero total hours TIS) collective
lever P/N 412-010-408-101 to clarify
that the prohibition requirement is for
helicopters with a Strake and FF system
P/N 412-705-040-101 installed because
a penalty of 5,000 hours TIS is not
justified for a new (zero total hours TIS)
collective lever P/N 412-010-408-101
installed on a baseline configuration
aircraft (without a Strake and FF
system).

The FAA agrees and has revised this
final rule accordingly.

Bell Textron, Inc., requested the FAA
delete the prohibition of installing a
used collective lever P/N 412-010-408—
101 due to flight evaluation results that
do not support flight hour penalty to the
collective lever PN 412-010-408-101
on a baseline configuration.

The FAA agrees and has revised this
final rule accordingly.

Conclusion

The FAA reviewed the relevant data,
considered any comments received, and
determined that air safety requires
adopting this AD as proposed.
Accordingly, the FAA is issuing this AD
to address the unsafe condition on these
products. Except for minor editorial
changes, and any other changes
described previously, this AD is
adopted as proposed in the NPRM.
None of the changes will increase the
economic burden on any operator.

Related Service Information

The FAA reviewed Bell Helicopter
Alert Service Bulletin 412-12-151,
Revision A, dated July 8, 2014. This
service information specifies procedures
for adding a permanent flight hour
(hours TIS) penalty for collective levers
installed or previously installed on
helicopters with a Strake and FF system
P/N 412-705—-040-101.

Differences Between This AD and the
Service Information

The service information specifies
adding the permanent life penalty at the
next scheduled inspection, whereas this
AD requires that action within 50 hours
TIS after the effective date of this AD
instead.

Costs of Compliance

The FAA estimates that this AD
affects 96 helicopters of U.S. registry.
Labor rates are estimated at $85 per
work-hour. Based on these numbers, the
FAA estimates the following costs to
comply with this AD.

Replacing a collective lever takes
about 2 work-hours and parts cost about
$18,237, for an estimated cost of
$18,407 per helicopter and up to
$1,767,072 for the U.S. fleet.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. Subtitle VII:
Aviation Programs, describes in more
detail the scope of the Agency’s
authority.

The FAA is issuing this rulemaking
under the authority described in
Subtitle VII, Part A, Subpart III, Section
44701: General requirements. Under
that section, Congress charges the FAA
with promoting safe flight of civil
aircraft in air commerce by prescribing
regulations for practices, methods, and
procedures the Administrator finds
necessary for safety in air commerce.
This regulation is within the scope of
that authority because it addresses an
unsafe condition that is likely to exist or
develop on products identified in this
rulemaking action.

Regulatory Findings

This AD will not have federalism
implications under Executive Order
13132. This AD will not have a
substantial direct effect on the States, on
the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed above, I
certify that this AD:

(1) Is not a “significant regulatory
action” under Executive Order 12866,

(2) Will not affect intrastate aviation
in Alaska, and

(3) Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

The Amendment

Accordingly, under the authority
delegated to me by the Administrator,
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the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new airworthiness
directive:

2022-07-03 Bell Textron Inc.: Amendment
39-21990; Docket No. FAA-2021-0713;
Project Identifier AD-2021-00180-R.

(a) Effective Date

This airworthiness directive (AD) is
effective April 27, 2022.

(b) Affected ADs
None.
(c) Applicability
This AD applies to Bell Textron Inc.,

Model 412, 412EP, and 412CF helicopters,
certificated in any category.

(d) Subject

Joint Aircraft System Component (JASC)
Code: 2700, Flight Control System.

(e) Unsafe Condition

This AD was prompted by evaluation
results showing flight loads that impact the
collective lever fatigue life on helicopters
with a BLR Aerospace Strake and FastFin
(Strake and FF) system installed. The FAA is
issuing this AD to prevent fatigue damage
and cracking, which could result in failure of
the collective lever and subsequent loss of
control of the helicopter.

(f) Compliance

Comply with this AD within the
compliance times specified, unless already
done.

(g) Required Actions

(1) Within 50 hours time-in-service (TIS)
after the effective date of this AD:

(i) For helicopters with a Strake and FF
system part number (P/N) 412-705-040-101
installed since initial delivery from the
manufacturer, add a permanent penalty of
5,000 hours TIS to the total hours TIS
indicated on the component history card or
equivalent record for the collective lever P/
N 412-010-408-101.

Note 1 to paragraph (g)(1)(i): Bell
Helicopter service information identifies
helicopters with serial numbers 36570,
36579, 36587, and 36593 through 36602
inclusive, as being originally delivered with
a Strake and FF system installed and needing
the flight hour (hours TIS) penalty on
collective lever P/N 412-010-408-101
applied.

(ii) For helicopters with Strake and FF
system P/N 412-705-040-101 installed after
delivery from the manufacturer, calculate the
TIS penalty for collective lever P/N 412-010—
408-101 by accomplishing the following:

(A) Verify the component history card or
equivalent record of the collective lever and
note the total hours TIS.

(B) Determine the remaining hours TIS by
subtracting the total hours TIS of the
collective lever from its life limit of 10,000
total hours TIS.

(C) Divide the remaining time by 2 and add
that number to the existing total hours TIS.
This is the new total TIS after being
penalized.

(D) Enter the new total TIS after being
penalized from paragraph (g)(1)(ii)(C) of this
AD to the component history record or
equivalent record for the collective lever.

(2) Before further flight, remove from
service any collective lever P/N 412-010—
408-101 that has reached or exceeded its life
limit of 10,000 total hours TIS. Thereafter,
remove from service each collective lever P/
N 412-010-408-101 on or before reaching its
life limit of 10,000 total hours TIS.

(3) As of the effective date of this AD, do
not install a new (zero total hours TIS)
collective lever P/N 412-010-408-101 on
any helicopter with Strake and FF system P/
N 412-705-040-101 installed unless a
penalty of 5,000 hours TIS has been added
to the total hours TIS on its component
history card or equivalent record.

(4) As of the effective date of this AD, do
not install a used collective lever P/N 412—
010—408-101 on any helicopter with Strake
and FF system P/N 412-705-040-101
installed unless a penalty is calculated by
accomplishing the actions required in
paragraph (g)(1)(ii) of this AD.

(h) Special Flight Permits
Special flight permits are prohibited.

(i) Alternative Methods of Compliance
(AMOCs)

(1) The Manager, DSCO Branch, FAA, has
the authority to approve AMOGC:s for this AD,
if requested using the procedures found in 14
CFR 39.19. In accordance with 14 CFR 39.19,
send your request to your principal inspector
or local Flight Standards District Office, as
appropriate. If sending information directly
to the manager of the certification office,
send it to the attention of the person
identified in paragraph (j) of this AD.
Information may be emailed to: 9-ASW-190-
COS@faa.gov.

(2) Before using any approved AMOC,
notify your appropriate principal inspector,
or lacking a principal inspector, the manager
of the local flight standards district office/
certificate holding district office.

(j) Related Information

For more information about this AD,
contact Hye Yoon Jang, Aerospace Engineer,
Delegation Oversight Section, DSCO Branch,
Compliance & Airworthiness Division, FAA,
10101 Hillwood Pkwy., Fort Worth, TX
76177; telephone (817) 222—-5190; email
hye.yoon.jang@faa.gov.

(k) Material Incorporated by Reference

None.

Issued on March 16, 2022.
Derek Morgan,

Acting Director, Compliance & Airworthiness
Division, Aircraft Certification Service.

[FR Doc. 2022—05916 Filed 3—22-22; 8:45 am|
BILLING CODE 4910-13-P

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

18 CFR Part 157
[Docket No. RM81-19-000]

Natural Gas Pipelines; Project Cost
and Annual Limits

AGENCY: Federal Energy Regulatory
Commission, Energy.

ACTION: Final rule.

SUMMARY: Pursuant to the authority
delegated by the Commission’s
regulations, the Director of the Office of
Energy Projects (OEP) computes and
publishes the project cost and annual
limits for natural gas pipelines blanket
construction certificates for each
calendar year.

DATES: This final rule is effective March
23, 2022 and establishes cost limits
applicable from January 1, 2022 through
December 31, 2022.

FOR FURTHER INFORMATION CONTACT:
Richard W. Foley, Chief, Certificates
Branch 1, Division of Pipeline
Certificates, (202) 502—8955.

SUPPLEMENTARY INFORMATION: Section
157.208(d) of the Commission’s
Regulations provides for project cost
limits applicable to construction,
acquisition, operation and
miscellaneous rearrangement of
facilities (Table I) authorized under the
blanket certificate procedure (Order No.
234, 19 FERC { 61,216). Section
157.215(a) specifies the calendar year
dollar limit which may be expended on
underground storage testing and
development (Table II) authorized under
the blanket certificate. Section
157.208(d) requires that the “limits
specified in Tables I and II shall be
adjusted each calendar year to reflect
the ‘GDP implicit price deflator’
published by the Department of
Commerce for the previous calendar
year.”

Pursuant to § 375.308(x)(1) of the
Commission’s Regulations, the authority
for the publication of such cost limits,
as adjusted for inflation, is delegated to
the Director of the Office of Energy
Projects. The cost limits for calendar
year 2022, as published in Table I of
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§157.208(d) and Table II of § 157.215(a),
are hereby issued.

Effective Date

This final rule is effective March 23,
2022. The provisions of 5 U.S.C. 804
regarding Congressional review of Final
Rules does not apply to the Final Rule
because the rule concerns agency
procedure and practice and will not
substantially affect the rights or
obligations of non-agency parties. The
Final Rule merely updates amounts
published in the Code of Federal
Regulations to reflect the Department of
Commerce’s latest annual determination
of the Gross Domestic Product (GDP)
implicit price deflator, a mathematical
updating required by the Commission’s
existing regulations.

List of Subjects in 18 CFR Part 157

Administrative practice and
procedure, Natural gas, Reporting and
recordkeeping requirements.

Issued: March 15, 2022.
Terry L. Turpin,
Director, Office of Energy Projects.

Accordingly, 18 CFR part 157 is
amended as follows:

PART 157—APPLICATIONS FOR
CERTIFICATES OF PUBLIC
CONVENIENCE AND NECESSITY AND
FOR ORDERS PERMITTING AND
APPROVING ABANDONMENT UNDER
SECTION 7 OF THE NATURAL GAS
ACT

m 1. The authority citation for part 157
continues to read as follows:

Authority: 15 U.S.C. 717-717w, 3301—
3432; 42 U.S.C. 7101-7352.

m 2.In §157.208(d), revise Table I to
read as follows:

§157.208 Construction, acquisition,
operation, replacement, and miscellaneous
rearrangement of facilities.

TABLE | TO PART 157—Continued

TABLE Il TO PART 157—Continued

Limit Year Limit
Year Auto. proj. Prior notice 5,000,000
cost limit _proj. cost 5,100,000
(COI. 1) limit (COI. 2) 5‘250‘000
1992 ......... 6,200,000 17,300,000 g’ggg’ggg
1993 .......... 6,400,000 17,700,000 5600 000
1994 ......... 6,600,000 18,100,000 5,700,000
1995 .......... 6,700,000 18,400,000 5750 000
1996 .......... 6,900,000 18,800,000 5.850.000
1997 .......... 7,000,000 19,200,000 6,000 000
1998 .......... 7,100,000 19,600,000 6,100,000
1999 .......... 7,200,000 19,800,000 6.200 000
2000 .......... 7,300,000 20,200,000 6.300.000
2001 .......... 7,400,000 20,600,000 6.400 000
2002 .......... 7,500,000 21,000,000 6.500.000
2003 .......... 7,600,000 21,200,000 6.600 000
2004 .......... 7,800,000 21,600,000 6,700,000
2005 .......... 8,000,000 22,000,000 6.800 000
2006 .......... 9,600,000 27,400,000 7,100,000
2007 .......... 9,900,000 28,200,000 o
2008 .......... 10,200,000 29,000,000 . . N N
2009 .......... 10,400,000 29,600,000 i
2010 ... 10,500,000 29,900,000 [FR Doc. 2022—-06085 Filed 3—22-22; 8:45 am]
2011 .......... 10,600,000 30,200,000 BILLING CODE 6717-01-P
2012 .......... 10,800,000 30,800,000
2013 .......... 11,000,000 31,400,000
gg]g ---------- Higgggg g;iggggg DEPARTMENT OF HEALTH AND
2016 .......... 11,600,000 32,800,000 HUMAN SERVICES
28]; """"" ];’888’888 gg’ggg’ggg Food and Drug Administration
2019 .......... 12,300,000 34,600,000
2020 ... 12,500,000 35,200,000 21 CFR Part 4
2021 .......... 12,600,000 35,600,000
2022 oo 13,100,000 | 37,100,000 [Docket No. FDA-2022-D-0192]
. . . . . Certain Ophthalmic Products: Policy

m 3.In §157.215(a)(5), revise Table Il to
read as follows:

§157.215 Underground storage testing
and development.

(a] * % %

(5) L

TABLE |l TO PART 157

Year Limit

* * * * *
(d) * *x %
TABLE | TO PART 157
Limit
Year Auto. proj. Prior notice
cost limit proj. cost
(col. 1) limit (col. 2)
1982 .......... $4,200,000 $12,000,000
1983 .......... 4,500,000 12,800,000
1984 . 4,700,000 13,300,000
1985 . 4,900,000 13,800,000
1986 . 5,100,000 14,300,000
1987 . 5,200,000 14,700,000
1988 . 5,400,000 15,100,000
1989 . 5,600,000 15,600,000
1990 . 5,800,000 16,000,000
1991 ... 6,000,000 16,700,000

$2,700,000
2,900,000
3,000,000
3,100,000
3,200,000
3,300,000
3,400,000
3,500,000
3,600,000
3,800,000
3,900,000
4,000,000
4,100,000
4,200,000
4,300,000
4,400,000
4,500,000
4,550,000
4,650,000
4,750,000
4,850,000
4,900,000

Regarding Compliance With 21 CFR
Part 4; Guidance for Industry;
Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notification of availability.

SUMMARY: The Food and Drug
Administration (FDA, Agency, or we) is
announcing the availability of a final
guidance for industry entitled “Certain
Ophthalmic Products: Policy Regarding
Compliance With 21 CFR part 4.” This
guidance describes FDA’s compliance
policy with respect to the requirements
of FDA regulations that are now
applicable to ophthalmic drugs that are
packaged with eye cups, eye droppers,
and other dispensers intended for
ophthalmic use.

DATES: The announcement of the
guidance is published in the Federal
Register on March 23, 2022.
ADDRESSES: You may submit either
electronic or written comments on
Agency guidances at any time as
follows:

Electronic Submissions

Submit electronic comments in the
following way:
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e Federal eRulemaking Portal:
https://www.regulations.gov. Follow the
instructions for submitting comments.
Comments submitted electronically,
including attachments, to https://
www.regulations.gov will be posted to
the docket unchanged. Because your
comment will be made public, you are
solely responsible for ensuring that your
comment does not include any
confidential information that you or a
third party may not wish to be posted,
such as medical information, your or
anyone else’s Social Security number, or
confidential business information, such
as a manufacturing process. Please note
that if you include your name, contact
information, or other information that
identifies you in the body of your
comments, that information will be
posted on https://www.regulations.gov.

e If you want to submit a comment
with confidential information that you
do not wish to be made available to the
public, submit the comment as a
written/paper submission and in the
manner detailed (see ‘“Written/Paper
Submissions’ and “Instructions”).

Written/Paper Submissions

Submit written/paper submissions as
follows:

e Mail/Hand Delivery/Courier (for
written/paper submissions): Dockets
Management Staff (HFA-305), Food and
Drug Administration, 5630 Fishers
Lane, Rm. 1061, Rockville, MD 20852.

e For written/paper comments
submitted to the Dockets Management
Staff, FDA will post your comment, as
well as any attachments, except for
information submitted, marked and
identified, as confidential, if submitted
as detailed in “Instructions.”

Instructions: All submissions received
must include the Docket No. FDA—
2022-D-0192 for “Certain Ophthalmic
Products: Policy Regarding Compliance
With 21 CFR part 4.” Received
comments will be placed in the docket
and, except for those submitted as
“Confidential Submissions,” publicly
viewable at https://www.regulations.gov
or at the Dockets Management Staff
between 9 a.m. and 4 p.m., Monday
through Friday, 240—-402-7500.

¢ Confidential Submissions—To
submit a comment with confidential
information that you do not wish to be
made publicly available, submit your
comments only as a written/paper
submission. You should submit two
copies total. One copy will include the
information you claim to be confidential
with a heading or cover note that states
“THIS DOCUMENT CONTAINS
CONFIDENTIAL INFORMATION.” The
Agency will review this copy, including
the claimed confidential information, in

its consideration of comments. The
second copy, which will have the
claimed confidential information
redacted/blacked out, will be available
for public viewing and posted on
https://www.regulations.gov. Submit
both copies to the Dockets Management
Staff. If you do not wish your name and
contact information to be made publicly
available, you can provide this
information on the cover sheet and not
in the body of your comments and you
must identify this information as
“confidential.” Any information marked
as “‘confidential” will not be disclosed
except in accordance with 21 CFR 10.20
and other applicable disclosure law. For
more information about FDA’s posting
of comments to public dockets, see 80
FR 56469, September 18, 2015, or access
the information at: https://
www.govinfo.gov/content/pkg/FR-2015-
09-18/pdf/2015-23389.pdf.

Docket: For access to the docket to
read background documents or the
electronic and written/paper comments
received, go to https://
www.regulations.gov and insert the
docket number, found in brackets in the
heading of this document, into the
“Search” box and follow the prompts
and/or go to the Dockets Management
Staff, 5630 Fishers Lane, Rm. 1061,
Rockville, MD 20852, 240—-402-7500.

You may submit comments on any
guidance at any time (see § 10.115(g)(5)
(21 CFR 10.115(g)(5))).

Submit written requests for single
copies of the guidance to the Division of
Drug Information, Center for Drug
Evaluation and Research, Food and
Drug Administration, 10001 New
Hampshire Ave., Hillandale Building,
4th Floor, Silver Spring, MD 20993—
0002; Office of Communication,
Outreach and Development, Center for
Biologics Evaluation and Research,
Food and Drug Administration, 10903
New Hampshire Ave., Bldg. 71, Rm.
3128, Silver Spring, MD 20993—-0002; or
Office of Policy, Center for Devices and
Radiological Health, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 66, Rm. 5431, Silver Spring,
MD 20993-0002. Send one self-
addressed adhesive label to assist that
office in processing your requests. See
the SUPPLEMENTARY INFORMATION section
for electronic access to the guidance
document.

FOR FURTHER INFORMATION CONTACT: ]ohn
Barlow Weiner, Office of Combination
Products, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 32, Rm. 5129, Silver Spring,
MD 20993-0002, 301-796—8930,
combination@fda.gov.

SUPPLEMENTARY INFORMATION:

I. Background

FDA is announcing the availability of
a guidance for industry entitled “Certain
Ophthalmic Products: Policy Regarding
Compliance With 21 CFR part 4.” We
are implementing this guidance without
prior public comment because we have
determined that prior public
participation is not feasible or
appropriate (§ 10.115(g)(2)). We made
this determination because FDA needs
to communicate its compliance policy
in a timely manner given the urgency of
these issues following the decision from
the U.S. Court of Appeals for the District
of Columbia Circuit in Genus Medical
Technologies LLC v. U.S. Food and Drug
Administration (Genus), 994 F.3d 631
(D.C. Cir. 2021). Although this guidance
document is immediately in effect, it
remains subject to comment in
accordance with FDA’s good guidance
practices (GGP) regulation and FDA will
consider all comments received and
determine whether revisions to the
guidance document are appropriate
(§10.115(g)(3)).

In accordance with § 200.50(c) (21
CFR 200.50(c)), eye cups, eye droppers,
and other dispensers intended for
ophthalmic use (collectively referred to
as ophthalmic dispensers) have been
regulated as drugs when packaged
together with the ophthalmic drug with
which they were intended to be used.
Therefore, products consisting of an
ophthalmic drug packaged with an
ophthalmic dispenser were not
regulated as combination products as
defined in § 3.2(e) (21 CFR 3.2(e)) and
were not subject to the requirements of
part 4 (21 CFR part 4). This practice is
a departure from how FDA generally
regulates other devices that are
packaged with the drugs with which
they are intended to be used.
Specifically, when a device is packaged
together with the drug with which it is
intended to be used, FDA regulates that
drug and the device together as a
combination product (see § 3.2(e)).

On April 16, 2021, the U.S. Court of
Appeals for the District of Columbia
Circuit issued its decision in Genus. The
Genus court stated “[e]xcepting
combination products, . . . devices
must be regulated as devices and
drugs—if they do not also satisfy the
device definition—must be regulated as
drugs.” * In implementing this decision,
FDA has determined that the language
in § 200.50(c) indicating that eye cups,

1For more information on FDA’s implementation
of the Genus decision, please see Docket No. FDA—
2021-N-0843, “‘Genus Medical Technologies LLC
Versus Food and Drug Administration; Request for
Information and Comments,” (86 FR 43553, August
9, 2021).
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eye droppers, and ophthalmic
dispensers are regulated as drugs when
packaged with ophthalmic drugs is now
obsolete, because these articles meet the
“device” definition. Accordingly, an
ophthalmic dispenser that meets the
definition of device in section 201(h) of
the Federal Food, Drug, and Cosmetic
Act (FD&C Act) (21 U.S.C. 321(h)) and
that is packaged together with an
ophthalmic drug is now regulated as a
device constituent part (see § 3.2(e)),
and, as such, is subject to the
requirements in part 4. Because the drug
constituent part provides the primary
mode of action of these combination
products, generally FDA’s Center for
Drug Evaluation and Research (CDER)
will have primary jurisdiction over
these products.

This change impacts products subject
to pending applications,? approved
products, and products marketed
pursuant to section 505G of the FD&C
Act (21 U.S.C. 355h) without an
approved application under section 505
of the FD&C Act (21 U.S.C. 355)
(commonly referred to as over-the-
counter monograph drugs).

We recognize that some applicants
and manufacturers may need to develop
policies and procedures necessary to
comply with the requirements in part 4.
Therefore, we are issuing the guidance
to communicate FDA’s compliance
policy with respect to these products.
The guidance explains FDA’s policy
with respect to compliance with the
requirements of part 4. Specifically, the
guidance explains that FDA generally
does not intend to take action with
respect to noncompliance with part 820
(21 CFR part 820) as described in part
4, subpart A, with respect to ophthalmic
products that were not previously
regulated as combination products
because of the now obsolete language in
§200.50(c) for a period of 12 months
following the publication of the
guidance. Further, the guidance
explains that, with respect to
ophthalmic products affected by the
Genus decision that incorporate lower-
risk device constituent parts, for
example, eye dropper bottles/ampules
that administer the drug directly to the
eye, FDA does not intend to take action
with respect to noncompliance with any
applicable part 820 requirements for
these products until FDA further

2For the purposes of this guidance, pending
applications include applications on which FDA
has taken an action that is not an approval action
and that are not currently pending review before the
Agency (i.e., applications that have been tentatively
approved or applications that have received a
complete response letter) and applications currently
pending review before the Agency (including
supplements to approved applications).

considers the application of these
requirements to these combination
products. Additionally, the guidance
describes FDA’s policy with respect to
pending applications and how FDA will
determine when compliance with the
requirements of part 4, subpart A, must
be demonstrated (i.e., during the review
of the application or after approval). As
part of this notice, FDA is soliciting
feedback from stakeholders as to
whether a 12-month period is sufficient
for affected stakeholders to develop and
implement the policies and procedures
necessary to comply with the
requirements of part 4, including
whether different amounts of time
should be considered with respect to
compliance with subpart A and subpart
B of part 4. Finally, in addition to the
guidance for industry we are
announcing today, FDA also encourages
applicants and manufacturers to review
other guidances for industry that apply
to CDER-led drug-device combination
products.

This guidance is being issued
consistent with FDA’s GGP regulation
(§10.115). The guidance represents the
current thinking of FDA on “Certain
Ophthalmic Products: Policy Regarding
Compliance With 21 CFR part 4.” It
does not establish any rights for any
person and is not binding on FDA or the
public. You can use an alternative
approach if it satisfies the requirements
of the applicable statutes and
regulations.

II. Paperwork Reduction Act of 1995

While this guidance contains no
collection of information, it does refer to
previously approved FDA collections of
information. Therefore, clearance by the
Office of Management and Budget
(OMB) under the Paperwork Reduction
Act of 1995 (PRA) (44 U.S.C. 3501—
3521) is not required for this guidance.
The previously approved collections of
information are subject to review by
OMB under the PRA. The collections of
information in 21 CFR part 314 are
approved under OMB control numbers
0910-0001, 0910-0230, and 0910-0291.
The collections of information in 21
CFR 600.80 and 600.81 are approved
under OMB control number 0910-0308.
The collections of information in 21
CFR 606.171 are approved under OMB
control number 0910-0458. The
collections of information in 21 CFR
803.50, 803.53, and 803.56 are approved
under OMB control numbers 0910-0291
and 0910—-0437. The collections of
information in 21 CFR 806.10 and
802.20 are approved under OMB control
number 0910-0359. The collections of
information in 21 CFR part 211 have
been approved under OMB control

number 0910-0139. The collections of
information in 21 CFR part 820 are
approved under OMB control number
0910-0073. The collections of
information in 21 CFR parts 606 and
640 are approved under OMB control
number 0910-0116. The collections of
information in 21 CFR part 610 are
approved under OMB control numbers
0910-0116 and 0910-0338 (also for 21
CFR part 680 and Form FDA 356h). The
collections of information in 21 CFR
part 1271, subparts C and D, are
approved under OMB control number
0910-0543. The collections of
information in 21 CFR 4.102, 4.103, and
4.105 are approved under OMB control
number 0910-0834.

II1. Electronic Access

Persons with access to the internet
may obtain the document at https://
www.fda.gov/drugs/guidance-
compliance-regulatory-information/
guidances-drugs, https://www.fda.gov/
regulatory-information/search-fda-
guidance-documents, or https://
www.regulations.gov.

Dated: March 11, 2022.
Lauren K. Roth,
Associate Commissioner for Policy.
[FR Doc. 2022-05776 Filed 3—22-22; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 14

[Docket No. FDA-2019-N-4203]

Advisory Committee; Bone,
Reproductive and Urologic Drugs
Advisory Committee; Change of Name
and Function; Technical Amendment

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA or Agency) is
amending the standing advisory
committees’ regulations to change the
name and function of the Bone,
Reproductive and Urologic Drugs
Advisory Committee. This action is
being taken to reflect changes made to
the charter for this advisory committee.
DATES: This rule is effective March 23,
2022. The changes are applicable March
23, 2022.

FOR FURTHER INFORMATION CONTACT:
Teresa Hays, Committee Management
Officer, Food and Drug Administration,
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10903 New Hampshire Ave., Silver
Spring, MD 20993, 301-796-8220.
SUPPLEMENTARY INFORMATION: FDA is
announcing that the name of the Bone,
Reproductive and Urologic Drugs
Advisory Committee, which was
established on March 23, 1978, has been
changed. The Agency decided that the
name ‘“‘Obstetrics, Reproductive and
Urologic Drugs Advisory Committee”
more accurately describes the subject
areas for which the committee is
responsible. The committee reviews and
evaluates data on the safety and
effectiveness of marketed and
investigational human drug products for
use in the practice of obstetrics,
gynecology, urology and related
specialties, and makes appropriate
recommendations to the Commissioner
of Food and Drugs. The mandate of the
committee no longer includes
osteoporosis and metabolic bone
disease. As osteoporosis and metabolic
bone diseases are topics related to
endocrinology and metabolic disease,
these will be discussed by the
Endocrinologic and Metabolic Drugs
Advisory Committee.

The Obstetrics, Reproductive and
Urologic Drugs Advisory Committee
name was changed, and its functions
changed in the charter renewal dated
March 23, 2022. In this final rule, FDA
is revising 21 CFR 14.100(c)(9) to reflect
these changes.

Publication of this final rule
constitutes a final action on this change
under the Administrative Procedure
Act. Under 5 U.S.C. 553(b)(B) and (d)(3)
and 21 CFR 10.40(d) and (e)(1), the
Agency finds good cause to dispense
with notice and public procedure and to
proceed to an immediately effective
regulation. Such notice and procedures
are unnecessary and are not in the
public interest because the final rule is
merely codifying the new name and the
function of the advisory committee to
reflect the current committee charter.

List of Subjects in 21 CFR Part 14

Administrative practice and
procedure, Advisory committees, Color
additives, Drugs, Radiation protection.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under the
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 14 is
amended as follows:

PART 14—PUBLIC HEARING BEFORE
A PUBLIC ADVISORY COMMITTEE

m 1. The authority citation for part 14
continues to read as follows:
Authority: 5 U.S.C. App. 2; 15 U.S.C.

1451-1461, 21 U.S.C. 41-50, 141-149, 321-
394, 467f, 679, 821, 1034; 28 U.S.C. 2112; 42

U.S.C. 201, 262, 263b, 264; Pub. L. 107-109;
Pub. L. 108-155; Pub. L. 113-54.

m 2. Section 14.100 is amended by
revising paragraph (c)(8) heading and
paragraph (c)(8)(ii) to read as follows:

§ 14.100 List of standing advisory
committees.
* * * * *

(C] R

(8) Obstetrics, Reproductive and
Urologic Drugs Advisory Committee.

* * * * *

(ii) Function: The committee reviews
and evaluates data on the safety and
effectiveness of marketed and
investigational human drug products for
use in the practice of obstetrics,
gynecology, urology and related
specialties, and makes appropriate
recommendations to the Commissioner
of Food and Drugs.

* * * * *

Dated: March 16, 2022.
Andi Lipstein Fristedt,

Deputy Commissioner for Policy, Legislation,
and International Affairs, U.S. Food and Drug
Administration.

[FR Doc. 2022—-05965 Filed 3—22-22; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 130 and 131

[Docket No. FDA-2000-P-0126 (formerly
Docket No. 2000P-0658)]

RIN 0910-AlI40

Milk and Cream; Petition for an
Administrative Stay of Action:
Definitions and Standards of Identity
for Yogurt, Lowfat Yogurt, and Nonfat
Yogurt

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule; notification of
administrative stay.

SUMMARY: The Food and Drug
Administration (FDA or we) is
providing notice of a stay of the
effectiveness of certain provisions of a
final rule published in the Federal
Register of June 11, 2021. The final rule
amended the definition and standard of
identity for yogurt and revoked the
definitions and standards of identity for
lowfat yogurt and nonfat yogurt. FDA is
publishing this notification in response
to objections timely filed in accordance
with regulatory requirements.

DATES: FDA is administratively staying
certain provisions in the final rule

published on June 11, 2021 (86 FR
31117). FDA will publish a document in
the Federal Register lifting the stay or
taking further action as needed.
ADDRESSES: For access to the docket, go
to https://www.regulations.gov and
insert the docket number, found in
brackets in the heading of this
document, into the “Search” box and
follow the prompts and/or go to the
Dockets Management Staff, 5630 Fishers
Lane, Rm. 1061, Rockville, MD 20852,
between 9 a.m. and 4 p.m., Monday
through Friday. Publicly available
submissions may be seen in the docket.
FOR FURTHER INFORMATION CONTACT: Joan
Rothenberg, Center for Food Safety and
Applied Nutrition, Office of Regulations
and Policy, Food and Drug
Administration, 5001 Campus Dr.,
College Park, MD 20740, 240—402—2378.
SUPPLEMENTARY INFORMATION:

I. Background

In the Federal Register of June 11,
2021 (86 FR 31117), FDA issued a final
rule (the 2021 final rule) amending the
definition and standard of identity for
yogurt ((§131.200) (21 CFR 131.200))
and revoking the definitions and
standards of identity for lowfat yogurt
(21 CFR 131.203) and nonfat yogurt (21
CFR 131.206). The 2021 final rule’s
effective date was July 12, 2021.
Pursuant to section 701(e) of the Federal
Food, Drug, and Cosmetic Act (FD&C
Act) (21 U.S.C. 371(e)), the 2021 final
rule notified persons who would be
adversely affected by the 2021 final rule
that they could file objections,
specifying with particularity the
provisions of the 2021 final rule deemed
objectionable, stating the grounds
therefor, and requesting a public hearing
upon such objections.

The International Dairy Foods
Association (IDFA) and Chobani timely
filed objections and requests for a
hearing with respect to several
provisions in the 2021 final rule (see
Objections and Request for Hearings
submitted by Michael Dykes, DVM,
President and Chief Executive Officer,
International Dairy Foods Association,
dated July 12, 2021, to the Dockets
Management Staff, Food and Drug
Administration (Comment ID FDA—
2000-P-0126—0109) and Objection and
Requests for Hearing submitted by
Matthew Graziose, Ph.D., Director,
Regulatory Affairs & Compliance,
Chobani, dated July 12, 2021, to the
Dockets Management Staff, Food and
Drug Administration (Comment ID
FDA-2000-P-0126—0108)). Section
701(e)(2) of the FD&C Act provides that,
until final action is taken by the
Secretary, the filing of objections
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operates to stay the effectiveness of
those provisions to which the objections
are made. We established the definition
and standard of identity for yogurt in
1981 (1981 final rule) (46 FR 9924 at
9939, January 30, 1981). The 2021 final
rule amended some provisions in the
definition and standard of identity and
maintained others. Staying the
effectiveness of these provisions results
in the corresponding requirements in
the 1981 final rule remaining in effect.
This notice provides clarification on
which provisions of the 2021 final rule
have been stayed and which
requirements of the 1981 final rule are
in effect pending final action under
section 701(e) of the FD&C Act.

II. Objections and Requests for Hearing

IDFA'’s objections were directed at
several provisions in § 131.200(a) of the
2021 final rule. IDFA objected to the
requirement in § 131.200(a) that yogurt,
before the addition of bulky flavoring
ingredients, has either a titratable
acidity of not less than 0.7 percent,
expressed as lactic acid, or a pH of 4.6
or lower. This provision of the 2021
final rule is stayed. FDA notes that the
definition and standard of identity
established in 1981 included a
minimum titratable acidity requirement
of 0.9 percent, but that provision was
stayed by the filing of objections in 1981
(47 FR 41519 at 41523, September 21,
1982). Consequently, no minimum
titratable acidity requirement or
maximum pH requirement is in effect.

IDFA also objected to the provision
that yogurt, before the addition of bulky
flavoring ingredients, contains not less
than 3.25 percent milkfat and the
provision requiring pasteurized cream,
if used as a basic dairy ingredient under
§131.200(b) or an optional dairy
ingredient under § 131.200(c), to be
added before culturing. These
provisions of the 2021 final rule are
stayed. However, a minimum milkfat of
3.25 percent before the addition of
bulky flavors and the requirement that
cream be included in the culturing
process remain in effect under the
definition and standard of identity
established in the 1981 final rule.

Chobani objected to the exclusion of
ultrafiltered milk from the basic dairy
ingredients in § 131.200(b). This
provision is stayed insofar as it
prohibits the use of ultrafiltered milk.
However, the provision in the 1981 final
rule remains in effect with respect to the
use of ultrafiltered milk. This means
that ultrafiltered milk may not be used
as a basic dairy ingredient in the
manufacture of yogurt. Because we
received no objections to the use of
ultrafiltered milk as an optional dairy

ingredient under § 131.200(c) of the
2021 final rule, ultrafiltered milk may
be used to increase the milk solids, not
fat content, of the food above 8.25
percent, provided that the ratio of
protein to total nonfat solids of the food
and the protein efficiency ratio of all
protein present is not decreased as a
result.

IDFA also objected to provisions in
§131.200(d) for other optional
ingredients. These provisions included
§131.200(d)(2), which limits the use of
sweeteners to nutritive carbohydrate
sweeteners, and § 131.200(d)(8)(ii),
which requires a minimum vitamin D
content of 25 percent Daily Value (DV)
per reference amount customarily
consumed (RACC) if vitamin D is added.
Both provisions in the 2021 final rule
are stayed. Optional vitamin D addition
has been permitted since 1982 at a level
of 400 international units per quart (see
47 FR 41519 at 41520 and 41524); this
limitation on vitamin D addition
remains in effect. The prohibition on the
use of sweeteners other than nutritive
carbohydrate sweeteners remains in
effect under the 1981 final rule’s
definition and standard of identity.
Because we received no objections to
permitting the use of all safe and
suitable nutritive carbohydrate
sweeteners, nutritive carbohydrate
sweeteners are no longer limited to
those listed under §131.200(c)(2) in the
1981 final rule.

This notification does not constitute a
determination that a hearing is justified
on any objections or requests for hearing
that have been filed (21 CFR 12.23).
Until FDA makes such a determination
and issues a notice under 21 CFR 12.28,
12.26, or 12.35, we intend to exercise
enforcement discretion with respect to
the following:

¢ Addition of vitamin D to yogurt
under § 131.200 and lower fat yogurt
products under § 130.10 (21 CFR
130.10) such that the food contains at
least 10 percent DV per RACC, within
limits of current good manufacturing
practices.

¢ Use of nonnutritive sweeteners in
yogurt under § 131.200 and lower fat
yogurt products under § 130.10 that are
not labeled with a statement of identity
that includes an expressed nutrient
content claim consistent with the use of
nonnutritive sweeteners.

e Use of bulky flavor ingredients in
lower fat yogurt products under § 130.10
that increase the total fat content above
the level specified in § 101.62(b) (21
CFR 101.62(b)) for the expressed
nutrient content claim in the statement
of identity, provided that the level of
milkfat in the product is consistent with
the level specified in § 101.62(b) and the

statement of identity also includes a
descriptor of the bulky flavor ingredient
(e.g., “lowfat yogurt with coconut”).

Under this enforcement discretion, we
do not intend to take action with respect
to yogurt and lower fat yogurt products
that meet these criteria provided that
the products otherwise conform to the
definition and standard of identity
under §131.200 or § 130.10.

III. Provisions Stayed

Pursuant to section 701(e) of the
FD&C Act, we hereby announce that the
following provisions of the 2021 final
rule are stayed by the objections filed:

1. The requirement in § 131.200(a)
that yogurt, before the addition of bulky
flavoring ingredients, has either a
titratable acidity of not less than 0.7
percent, expressed as lactic acid, or a
pH of 4.6 or lower.

2. The requirement in § 131.200(a)
that yogurt, before the addition of bulky
flavoring ingredients, contains not less
than 3.25 percent milkfat.

3. The prohibition in § 131.200(a), (b),
and (c) on adding pasteurized cream
after culturing.

4. The exclusion of ultrafiltered milk
from the basic dairy ingredients in
§131.200(b).

5. The limitation on the use of
sweeteners in § 131.200(d)(2) to
nutritive carbohydrate sweeteners.

6. The requirement in
§131.200(d)(8)(ii) that vitamin D, if
added, must be present in such quantity
that the food contains not less than 25
percent DV per RACC, within limits of
current good manufacturing practices.

1V. Effective/Compliance Dates

This document hereby confirms the
effective date of the 2021 final rule as
July 12, 2021, and the compliance date
as January 1, 2024, except with respect
to the provisions in § 131.200(a), (b), (c),
(d)(2), and (d)(8)(ii) stated above, which
are stayed.

Dated: March 11, 2022.

Lauren K. Roth,

Associate Commissioner for Policy.

[FR Doc. 2022—-05804 Filed 3—22-22; 8:45 am|
BILLING CODE 4164-01-P
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DEPARTMENT OF STATE

22 CFR Parts 120, 121, 122, 123, 124,
125, 126, 127, 128, 129, and 130

[Public Notice: 11657]
RIN 1400-AE27

International Traffic in Arms
Regulations: Consolidation and
Restructuring of Purposes and
Definitions

AGENCY: Department of State.
ACTION: Interim final rule.

SUMMARY: The Department of State is
amending the International Traffic in
Arms Regulations (ITAR) to better
organize the purposes and definitions of
the regulations. This rule consolidates
and co-locates authorities, general
guidance, and definitions.

DATES:
Effective date: This interim final rule
is effective September 6, 2022.
Comment due date: The Department
of State will accept comments on this
interim final rule until May 9, 2022.

ADDRESSES: Interested parties may
submit comments by one of the
following methods:

e Email: DDTCPublicComments@
state.gov with the subject line,
International Traffic in Arms
Regulations: Definitions.

o Internet: At www.regulations.gov,
search for this document using Docket
DOS-2022-0004.

FOR FURTHER INFORMATION CONTACT:
Sarah Heidema, Director, Office of
Defense Trade Controls Policy,
Department of State, telephone (202)
663—1282; email DDTCResponseTeam@
state.gov. ATTN: Regulatory Change,
Consolidation of Definitions and
Restructuring of Part 120.

SUPPLEMENTARY INFORMATION: The
Directorate of Defense Trade Controls
(DDTC), U.S. Department of State,
administers the International Traffic in
Arms Regulations (ITAR) (22 CFR parts
120-130). The regulations, codified as
subchapter M of chapter [, title 22 of the
Code of Federal Regulations (“the
subchapter”’) implement those
authorities of the Arms Export Control
Act (AECA) (22 U.S.C. 2751 et seq.)
delegated to the Secretary of State
pursuant to Executive Order 13637. This
rule restructures part 120 of the ITAR to
better organize the definitions
previously found in that part and other
locations throughout the ITAR and to
consolidate provisions that provide
background information or otherwise
apply throughout the regulations. In
addition, this rule adds text not

previously found in the ITAR and
makes clarifying revisions to existing
text. This rule is intended to be the first
in a series of rulemakings that will
further streamline and clarify the
subchapter. The Department makes the
following revisions to the ITAR in this
interim final rule:

Revisions of General Application

Prior to this rulemaking, generally
applicable information and definitions
were spread throughout the subchapter.
As a result of this rulemaking, part 120
is dividing into three subparts: Subpart
A—General Information; Subpart B—
General Policies and Processes; and
Subpart C—Definitions. The division
into subparts is intended to provide the
reader with a roadmap for the
regulations. Subpart A—General
Information, consolidates and explains
the legislative authority and purpose of
the regulations to aid in understanding
their importance and source. Subpart
B—General Policies and Processes,
outlines the general processes and
policies of the ITAR. Finally, Subpart
C—Definitions, provides a consolidated
list of defined terms that are applicable
throughout the ITAR. Part and section-
specific information and definitions
continue to be located in the applicable
part or section of the regulations. DDTC
notes that the definitions in subpart C
are not included in alphabetical order.
DDTC endeavored to include definitions
in a logical order so as to provide larger
conceptual definitions first, to keep like
concepts together, to nest related
definitions in single sections, and to
match the framework of the regulations.
DDTC believes that this structure
outweighs any ease in finding a
definition through the use of
alphabetization, particularly
considering modern methods of
electronic search. Finally, DDTC
believes that the relatively limited
number of defined terms within the
subchapter makes this subpart
manageable in this way.

DDTG is revising those sections
affected by this rule that use acronyms
to follow a standard format. Where a
single term for which there is a known
acronym appears on more than two
occasions within any one section, the
first instance is followed by a
parenthetical containing the acronym
and subsequent use of the term is by
acronym. This will provide consistency
of format without sacrificing clarity and
limits unnecessary text.

Section-Specific Revisions

The following descriptions explain
non-editorial changes in text to sections
in this rule. Further, when discussing

amended text that also involves the
movement of text to a new location or
the creation of new text modeled on
existing language, the former or existing
location is provided. When discussing
amended text below, citations are to the
section cites of this rule (i.e., the new
location). When discussing text that has
been moved by this rule, the location of
the text prior to this rule is referred to
as its “former” location. When
discussing a section or text that is not
moved by this rule, the location is
referred to as its “‘existing” location.
The table at the conclusion of the
preamble provides both the former and
new ITAR citations for all relocations of
regulatory text at the section or sentence
level for assistance in associating new
citations with former citations. It also
identifies all existing (i.e., non-
relocated) sections that have been
revised. This rule does not amend or
relocate any ITAR provisions not
included in the table below. In order to
maintain focus on changes to the text of
the ITAR as it appeared prior to this rule
and to the addition of new text to the
subchapter and to minimize
unnecessary explanation, the following
preamble text does not describe the new
location of the text formerly located in
the section cites discussed. Persons
interested in the movement of sections
should review the table at the end of
this section.

Section 120.1

Revising the section heading of
existing § 120.1 from “General
authorities, receipt of licenses, and
ineligibility” to “General Authorities”
to reflect the revised focus of the
section. Revising the introductory
paragraph of § 120.1(a) to clarify the
manner of delegation by the Secretary of
State to the Deputy Assistant Secretary
of State for Defense Trade Controls,
Bureau of Political-Military Affairs of
the authority to administer the ITAR.

General Authorities

Section 120.2 Designation of Defense
Articles and Defense Services

Revising the fifth sentence of existing
§120.2 to include a limitation to
defense articles and defense services
“on the USML in part 121 of this
subchapter” in order to account for the
delegation to the Attorney General of
the authority to designate defense
articles and services subject to control
for permanent import by section 1(n)(ii)
of Executive Order 13637.

Section 120.4 Commodity Jurisdiction

Revising existing § 120.4 to limit it to
a statement of policy, by relocating its
procedural aspects. Former paragraphs
(c) through (g) of § 120.4, which provide
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information about the procedures and
processes for submitting a commodity
jurisdiction request, have been relocated
to new §120.12 titled Commodity
Jurisdiction Determination Requests.

Section 120.5 Relation to Regulations
of Other Agencies

Revising the title of § 120.5 to
eliminate reference to export of items
subject to the EAR in order to more
accurately describe the scope of the
revised section, which is expanded to
include relation to nuclear related
controls and the Department of Energy
and Nuclear Regulatory Commission
(formerly found at § 123.20). In
addition, revising § 120.5 to provide
introductory headings to each paragraph
to identify the related agencies. Revising
existing § 120.5(a) by limiting its scope
to the relation to the Department of
Justice, moving the language regarding
the relation to the Department of
Commerce beginning at sentence 7 to a
new paragraph (b), and by removing the
cross-reference to former § 123.20 which
is no longer necessary given the
addition of § 120.5(c) (formerly found at
§ 123.20). Revising § 120.5(b)(2)
(formerly § 120.5(b)) by moving the
sentence that says items subject to the
Export Administration Regulations
(EAR) but exported under authorization
from DDTC do not require separate
authorization from the Department of
Commerce. That sentence now appears
just before the sentence prohibiting the
use of ITAR exemptions for items
subject to the EAR that are
unaccompanied by a defense article.
DDTC believes this change minimizes
possible confusion regarding
requirements for Commerce approval
and the use of ITAR exemptions. The
change also clarifies that the reference
to “these items” in new sentence three
applies to the items discussed in
sentences one and two. Also, the final
parenthetical to § 120.5(b) is removed as
an unnecessary restatement of general
information.

Section 120.6 U.S. Criminal Statutes

Revising § 120.6(b) and (d) (formerly
found at § 120.27(a)(2) and (4),
respectively) to update U.S. Code
citations to the Export Administration
Act, to add a reference to the Export
Control Reform Act, and to reflect the
elimination of the Appendix to Title 50.

Section 120.10 Introduction to the U.S.
Munitions List

Revising in § 120.10(a) (formerly
found at § 121.1(a)) reference from ““[iln
this part” to “part 121 of this
subchapter” in order to reflect the move
of the “Introduction to the U.S.

Munitions List” from part 121 to new
subpart A. Revising the paragraph
heading in § 120.10(c) (formerly found
at §121.1(a)(2) from ““Significant
Military Equipment.” to “Significant
Military Equipment paragraphs in the
USML.” in order to more clearly
distinguish the explanation of
identifiers in the USML from the
definition of significant military
equipment at § 120.36(a) (formerly
found at § 120.7(a)).

Section 120.11

Adding in § 120.11(c) a statement of
the Department’s interpretation that
defense articles remain controlled
following incorporation or integration
into non-defense articles.

Section 120.12 Commodity
Jurisdiction Determination Requests

Order of Review

Revising § 120.12 in its entirety from
its former purpose as the address of the
Directorate of Defense Trade Controls to
a new purpose describing the process
for obtaining a CJ determination. The
revised section is constructed by
moving parts of former § 120.4(a) and all
of §120.4(f) to § 120.12(a) and former
§120.4(c) and (d)(2) to § 120.12(b).
Specific reference to part 121 is added
to paragraph (a) in order to clarify that
DDTC determinations using the CJ
process are limited to defense articles
and services in that part. Persons with
questions regarding the U.S. Munitions
Import List (USMIL) should first address
those questions to the Bureau of
Alcohol, Tobacco, Firearms and
Explosives. The references to
“designation” (formerly found at
§120.4(d)(2) and (3)) is revised to
“determination” in § 120.12(b) and (c)
in order to minimize possible confusion
regarding commodity jurisdiction
determination requests. In addition, a
reference to Category XXI (Articles,
Technical Data, and Defense Services
Not Otherwise Enumerated) is added to
paragraph (c) in order to clarify that the
determination of the request is that the
article or service warrants control, but
that at the time of the request the article
or service does not meet the criteria of
a defense article or defense service on
the USML, or provide the equivalent
performance capabilities of a defense
article on the USML.

Revising in § 120.12(f) (formerly
found at § 120.4(b)) the statement
regarding registration and the CJ
process. The second sentence of former
§120.4(b) regarding the requirement to
register following a determination that a
commodity is covered by the USML is
removed from §120.12(f) as itis a
duplicative statement of the general
registration requirements found in part

122 and therefore unnecessary. Removal
is for clarification purposes only and
does not reflect a change in policy.

Section 120.13 Registration

Adding in § 120.13(b) a statement of
registration policy regarding brokering
derived from the requirements of
§§129.2(a) and 129.3(a). This statement
is for clarity and does not reflect a
change in policy or regulation.

Section 120.14 Licenses and Related
Authorizations

Adding in § 120.14 a general
statement of policy regarding activities
that are controlled and require a license
or related authorization. Those activities
are divided into three paragraphs: (a)
Export, reexport, retransfer, or
temporary import of defense articles,
derived from existing § 123.1(a); (b)
furnishing or providing defense
services, derived from existing
§ 124.1(a); and (c) brokering activities,
derived from existing § 129.4(a). The
general statement of policy is slightly
revised from the language of the existing
authorization sections in that it
distinguishes between authorizations
requiring a request for approval to be
obtained from DDTC (i.e., the existing
authorization sections), and the use of
an exemption, for which no request is
required to be submitted to DDTC.

Section 120.15 Exemptions

Adding in § 120.15(a) an explicit
statement that persons otherwise
required to register with DDTC may not
utilize an exemption without being
registered, derived from existing
§120.1(c) and the Note to § 122.1(b).
Relocating to § 120.15(b) the statement
in former § 120.1(d) that exemptions are
not available when parties to the export
are generally ineligible. Stating in
§120.15(c) that exemptions generally
are not available for use with §126.1
countries, except as provided in that
section. Stating in § 120.15(d) that
exemptions are limited as described by
each specific exemption section, and
adding in § 120.15(f) (formerly found in
§125.6) an overview of the certification
requirements to utilize an exemption to
the licensing requirements of the ITAR
for the export of technical data, which
is removed and reserved.

Section 120.16 Eligibility for
Approvals

Revising in § 120.16(a)(3) (formerly
found at § 120.1(c)(1)(iii)) reference to
brokering authorizations from “prior
approval” to “approval” to reflect
current usage in part 129. Adding in
§120.16(c) (formerly found at § 120.1(c))
a new reference to publicly announced
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Department of State policies regarding
eligibility in order to address concerns
regarding the use of exemptions and
public awareness of the status of end-
users or other consignees.

Section 120.17 End-Use Monitoring

Adding in § 120.17 a description of
the Blue Lantern End-Use Monitoring
program. This description did not
previously appear in the ITAR, but is
added here to provide an explanation to
the regulated community of the
Department’s obligations pursuant to 22
U.S.C. 2785 to vet regulated transactions
both before and after licensing
determinations.

Section 120.18 Denial, Revocation,
Suspension, or Amendment of Licenses
and Other Approvals

Revising in § 120.18(a)(2) (formerly
found at § 126.7(a)(2)) reference from
“Export Administration Act” to ‘“Export
Administration Regulations” to more
accurately reflect the mechanism
through which the Department of
Commerce authorizes exports. Revising
in §120.18(a)(6) (formerly found at
§126.7(a)(6)) reference from
“debarment” to “order denying export
privileges” in relation to Department of
Commerce actions in order to reflect the
language of the EAR. Adding in
§120.18(a)(9) the statement that an
unfavorable finding of an end-use
monitoring check may be the basis for
disapproving, revoking, suspending, or
amending any existing license or license
application.

Section 120.19 Violations and
Penalties

Adding in § 120.19 a general
statement in paragraph (a) of the
authority to impose penalties for
violations of the ITAR and a reference
to part 127 (conduct that constitutes a
violation), and in paragraph (b) a
statement derived from existing
§ 127.12(a) of the Department’s
encouragement of the voluntary
disclosure of violations when
discovered.

Section 120.20 Administrative
Procedures

Adding in § 120.20 general statements
(derived from revised language at
existing § 128.1) regarding
administrative procedures under the
ITAR and the relationship of the AECA
to the Administrative Procedure Act,
respectively.

Section 120.21
Information

Disclosure of

Removing in § 120.21(b) (formerly
found at § 126.10(b)) reference to section

12(c) of the Export Administration Act,
to streamline the text while restating the
substantive requirements stated in the
AECA.

Section 120.23 Organizations and
Arrangements

Creating in § 120.23 a new grouping of
various international organizations and
arrangements. Revising in § 120.23(a)
(formerly found at § 120.31) the
description of NATO from a static list of
member countries to include reference
to admitted member states not listed.
This will prevent unnecessary
amendment to the section or public
confusion regarding references to NATO
in the ITAR and the status of member
states. Adding in § 120.23(c) reference to
the Wassenaar Arrangement on Export
Controls not formerly found in the
subchapter. Removing in § 120.23(d)(3)
(formerly found at § 120.29(c)) an
unnecessary reference to the relevant
statutory authority regarding Missile
Technology Control Regime items and
the USML in order to streamline the
text.

Section 120.37 Major Defense
Equipment

Revising § 120.37 (formerly found at
§120.8) to more closely follow the
definitions structure by beginning the
paragraph with the defined term.

Section 120.38 Classified

Adding in § 120.38 (formerly found at
§120.46) the phrase “‘or predecessor
order” to the definition of classified to
conform the single instance definition
with the individual definitions of
classified previously found within the
individual categories of the USML. This
change does not expand the applicable
scope of the definition of classified.
Corresponding changes are made to
remove from Categories I through XXI of
§121.1 individual “Note to paragraph”
definitions of classified wherever found
within the USML.

Section 120.40 Compositional Terms

Revising the section heading from
“End-items, components, accessories,
attachments, parts, firmware, software,
systems, and equipment” to
“Compositional terms” to more
accurately address the contents of the
section (formerly found at § 120.45). The
section as formerly written included
items that could be either an element of
a defense article, or a defense article in
and of itself, or might be a part (or
component, etc.) of a defense article
without being a defense article itself. In
order to clarify that the section defines
terms that can be used in relation to
articles other than defense articles, the

section heading is expanded. Other
changes include: Adding in § 120.40 a
new paragraph (a) to include a single
instance definition of commodity,
formerly found in Note to paragraphs (a)
and (b) of § 120.41, in order to clarify its
application throughout the ITAR; and
revising the explanatory note to the
definition of system in paragraph (h)
(formerly found at Note to paragraph (g)
of § 120.45) in order to eliminate the
redundant second sentence as
unnecessary and to limit reference to
the relevant source materials and delete
the citations to outdated versions of
those materials.

Section 120.41

Revising existing § 120.41 to move
from § 120.41 those notes that contain
definitions of broad applicability to
single instance definitions in §§ 120.42
and 120.43 and to make certain non-
substantive revisions to the order and
numbering of notes to the section in
accordance with Code of Federal
Regulations drafting requirements.

Section 120.42 Form, Fit, Function,
Performance Capability, Equivalent,
Enumerated, and Catch-All Control

In § 120.42 incorporating single
instance definitions of form, fit,
function, and performance capability
(formerly found at Notes 1 and 2 to
paragraph (d) of § 120.4 and Note 4 to
paragraph (b)(3) of § 120.41); and single
instance definitions of equivalent,
enumerated, and catch-all control
(formerly found at Note 5 to paragraph
(b)(3) and Note to paragraph (b) of
§120.41). Revising in § 120.42(f)
(formerly found at Note to paragraph (b)
of § 120.41) reference from “‘article on
the U.S. Munitions List” to “item
designated on the U.S. Munitions List”
to more accurately reflect the
constitution of the USML and to
distinguish from the reference to “item”
in the same sentence as applied to the
Export Administration Regulations.

Specially Designed

Section 120.43 Development,
Production, and Related Terms; Basic
and Applied Research

Adding in § 120.43(a) and (b) single
instance definitions of development and
production formerly found in § 120.41
specifically. These single instance
definitions were originally included in
a previous proposed rule (80 FR 31525,
June 3, 2015), and were to be taken from
existing Notes 2 and 1, respectively, to
§120.41(b)(3). Although not adopted at
that time, DDTC now implements the
revision. In response to the 2015
proposed rule, the Department received
several public comments regarding the
single instance definitions for
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development and production. Those
comments are addressed here.

One commenter suggested that the
department add “but not limited to”
following “such as” in the definition of
“development.” The Department does
not make this change. The use of the
term ‘“‘such as” necessarily implies that
the following list is non-exclusive, so
the addition of the phrase “but not
limited to” is redundant.

Several commenters requested that
the Department insert a note to the
definition of “development” to state
that fabrication of prototypes by
universities for academic demonstration
or to otherwise test a hypothesis is not
development, because the inclusion of
these activities within the definition of
“development” somehow limits the
fundamental research exception. The
Department does not make this change.
The Department believes that the
activity is appropriately captured by the
definition of ““development”.

A commenter requested that the
Department remove the last sentence of
the definition of “development,” which
stated ““[d]evelopment includes
modification of the design of an existing
item.” The Department does not make
this change. Modification of an existing
design creates a distinct design,
regardless of the modification.

A commenter suggested that the
Department add engineering analysis
and design methodology to the
definition of “development” in place of
design analysis and design concepts,
and add manufacturing know-how to
the definition of “production” in place
of manufacture. The Department does
not make this change. The terms
suggested by the commenter are used in
specific places in the ITAR for specific
purposes, and their inclusion within
these definitions would not provide
additional clarity. Additionally, the
definitions of “development” and
“production” are being moved from
within the definition of specially
designed and made applicable to the
entire ITAR, in part, to harmonize the
definition of “technical data” with the
definition of technology in the EAR. To
modify these definitions would result in
unnecessary variation from the EAR
without significant benefit.

One commenter suggested that the
Department add the Defense Federal
Acquisition Regulations Supplement
(DFARS) term ‘““advanced technological
development” to the definition of
“development.” The Department notes
the actual term is “advanced technology
development” and does not make this
change. While any advanced technology
development would be included within
this definition of “development,” the

value of adding the DFARS term is
outweighed by the loss of
harmonization with the EAR and
multilateral export control regimes.

One commenter suggested that the
Department replace the term “‘serial
production” with “production.” The
Department does not make this change.
Products generally pass through
multiple phases of development, some
of which may include the production of
prototypes or prototype production
facilities. All of these activities are
included within the development phase
of the products.

Several commenters noted that the
definition of “production” includes
manufacture and assert that this creates
a conflict with the definitions of
“manufacturing license agreement”
(MLA) and “technical assistance
agreement” (TAA) in §§120.21 and
120.22. The Department does not make
any change. An MLA is an
“authorization to manufacture defense
articles abroad. . . .” There may be an
agreement that involves technical data
for the production of a defense article
that is not an “‘authorization to
manufacture defense articles abroad,”
and in these instances, an MLA would
not be required. However, in instances
where there is an “authorization to
manufacture defense articles abroad”
that involves the export of technical
data, an MLA is required regardless of
the type of technical data exported. One
commenter noted that the provisions of
§ 124.4(b)(1) through (4) apply to
agreements that involve coproduction or
licensed production outside of the
United States of defense articles of
United States origin, and asserts that the
new definition of “production” may
implicate some TAAs, in addition to
MLAs. The commenter requested that
§ 124.4(b) be revised to limit the scope
of that provision to “licensed
manufacturing.” The Department does
not make this change. The reporting
requirements of § 124.4(b) apply only to
“coproduction or licensed production
outside of the United States,” which is
only authorized via MLAs that involve
offshore production. Additional
revisions are not necessary.

One commenter stated that the
definitions would undermine the utility
of the exemption at § 125.4(b)(6), which
authorizes the export of technical data
“related to firearms not in excess of
caliber .50 and ammunition for such
weapons, except detailed design,
development, production or
manufacturing information.” The
Department confirms that these
definitions do not change the scope of
this exemption.

In reviewing the definition of
development from the 2015 proposed
rule, and not in response to public
comment, the Department determined to
revise the final sentence of the
definition to focus on design rather than
items. This is intended to be in keeping
with the attempt to better align
definitions across the EAR and ITAR, as
expressed in the 2015 proposed rule,
and to clarify that development is
common to pre-production for all goods
and is not specific to the USML.
Although the final sentence of the
definition of development is not found
directly in the EAR definition of
development, an analogous provision is
found in Note 2 to the definition of
technology (see 15 CFR 772.1).

Adding in § 120.43(c) through (i)
single instance definitions and
explanations of terms for design
methodology, engineering analysis,
manufacturing know-how, build-to-
print, build/design-to-specification,
basic research, and applied research (the
definition of which was formerly found
within the definition of basic research
and which this rule separates into two
definitions), formerly found at
§§124.2(c)(4) and 125.4(c). Although
formerly described in §§ 124.2(c)(4) and
125.4(c), for purposes of clarity as to the
application of an exemption the terms
were used in other locations in the
ITAR, demonstrating that the
explanations were intended to have
broader applicability. Conforming
changes are made to citation references
in Category XIII(i)(6) of § 121.1,
Supplement No. 1 to part 126, and Note
5 and Note 12 to that supplement. In
addition, revisions are made to existing
§124.2(c)(4) to eliminate the
unnecessary duplication of definitions
of design methodology, engineering
analysis, and manufacturing know-how
by deleting existing § 124.2(c)(4)(i)
through (iii). Also, the parenthetical
explanation of build-to-print at existing
§124.13(b) is removed for the same
reason.

Section 120.57 Authorization Types

In § 120.57 consolidating and
incorporating single instance definitions
for the various authorization types for
transactions subject to the ITAR
(formerly found in §§ 120.20, 120.21,
120.22 and 120.23) and adding in
§ 120.57(c) a single instance definition
of exemption to provide a single
reference for the concept, used
throughout the ITAR, for an
authorization other than by license or
other written approval.
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Section 120.68 Party to the Export

Establishing in § 120.68 (formerly
found at § 126.7(e)) a single instance
definition of “party to the export”.

Part 121 The United States Munitions
List

Adding a new §121.0 to provide
cross-reference to §§120.10 and 120.11,
Introduction to the U.S. Munitions List
and Order of review, respectively
(formerly found at paragraphs (a) and (b)
of § 121.1). Removing and reserving
paragraphs (a) and (b) of §121.1.
Revising for purpose of consistency only
the technical data and defense service
definition parentheticals in the
technical data paragraphs for all
categories previously revised as part of
the multi-year process of reviewing and
revising the USML as part of the USML
to the Commerce Control List (CCL)
process, beginning with 78 FR 22740,
Apr. 16, 2013. These revisions are not
intended to make any substantive
change. Previously, these paragraphs
used “see” and “as defined in”
interchangeably. Removing from the
USML those notes to category
paragraphs that contain definitions for
“classified” in order to preclude any
variation from the definition of
classified in § 120.38 (formerly found at
§ 120.46). Removing the parentheticals
“(see §120.4 of this subchapter)”
relating to commodity jurisdiction, “(see
§120.42 of this subchapter)” relating to
“subject to the EAR”, and the phrase
“(see § 120.10(a)(2) of this subchapter)”
relating to “classified” as they are either
used inconsistently or because they are
generally understood by the regulated
community and defined elsewhere in
the regulations. Finally, cross-references
to sections moved by this rule are
updated.

Section 128.1 Exclusion of Functions
From the Administrative Procedure Act

Revising § 128.1 to clarify that the
Secretary of State has been delegated
authority to make licensing decisions.

Section 128.2 Administrative Law
Judge

Revising § 128.2 regarding authorities
of an Administrative Law Judge to
eliminate reference to § 127.7. This
change clarifies that an Administrative
Law Judge may only recommend
debarment pursuant to that section, and
any such order is issued by the
Assistant Secretary of State for Political-
Military Affairs.

Other Revisions

Removing and reserving § 120.26,
Presiding Official, as unnecessary as the

term does not otherwise appear in the
regulations.

Removing the list of forms referenced
in the ITAR and formerly found at
§ 120.28. This section, which provides
the list of forms referred to in the ITAR,
is being removed in its entirety as an
unnecessary inclusion to the
regulations. Due to previous revisions to
the regulations, the list presented is not
accurate. In order to prevent
unnecessary regulatory activity in the
form of future conforming revisions to
the section, due to expected changes to
the forms that appear in the regulations,
it is being removed and the section
reserved.

Reserving § 120.29 (formerly Missile
Technology Control Regime) and
moving the former text of § 120.29 to
paragraph (d) of new §120.23,
Organizations and arrangements.

Reserving § 120.46 (formerly
Classified) and moving the former text
of §120.46 to new §120.38.

Reserving § 123.20 (formerly Nuclear
related controls) and moving the former
text of § 123.20 to new § 120.5(c).

Reserving § 123.26 (formerly
Recordkeeping for exemptions) and
moving the requirements of the former
§123.26 to new § 120.15(e).

Reserving § 125.6 (formerly
Certification requirements for
exemptions) and moving and revising
the former text of § 125.6 as described
in the discussion of § 120.15 above.

Reserving § 126.7 (formerly Denial,
revocation, suspension, or amendment
of licenses and other approvals) and
moving the former text of § 126.7(a)—(d)
and (e) to new §§120.18 and 120.68,
respectively.

Reserving § 126.9 (formerly Advisory
opinions and related authorizations)
and moving the former text of § 126.9 to
new §120.22.

Reserving § 126.10 (formerly
Disclosure of information) and moving
the former text of § 126.10 to new
§120.21.

Reserving §§126.11 and 126.12
(formerly Relations to other provisions
of law, and Continuation in force,
respectively) and moving the former text
of each to new §120.7(a) and (b),
respectively.

Removing in its entirety the MTCR
Annex formerly found at § 121.16, as the
relevant information of the MTCR
Annex is conveyed directly through
notations in the USML and to eliminate
unnecessary sections of the ITAR and
the obligation to amend to reflect
revisions to the MTCR Annex in both
the USML and in former §121.16, in
conjunction with the adoption of
reference to the Missile Technology
Control Regime in new § 120.23(d).

Revising references to “U.S.
Government” from “U.S. government”
at §§120.11(d), 120.18(a)(6), and
120.34(a)(7).

Revising order and numbering of
notes to affected sections in accordance
with Code of Federal Regulations
drafting requirements.

Revising formatting of cites and
signals wherever found for consistency
of application.

The following former paragraphs of
the ITAR were marked as reserved and
are removed by this rule:
§§120.27(a)(11), 120.27(b), and
125.4(d).

Definitions of general applicability
from throughout the subchapter are
consolidated in Part 120—Purpose and
Definitions, Subpart C—Definitions.
These movements are identified in the
table below. Cross references are revised
throughout the subchapter and efforts
were made to standardize certain
terminologies (e.g., reference to ““subject
to the ITAR” revised to the more
commonly used “‘subject to this
subchapter”’) and in the use of
abbreviations and acronyms.

This rule primarily moves and
reorganizes existing regulatory text
without revision. Much of this text was
drafted at different times, by different
authors. The Department intends to
propose additional revisions to
regulatory text to improve readability
and flow.

The table below identifies to the
sentence level all:

1. Movements or renumbering of text made
by this rule from their former location to the
location as effected by this rule. The former
location of moved text is italicized.

2. All text revised in any manner by this
rule, whether moved or not. Revised sections,
paragraphs, and text locations appear in bold.

3. All text removed/reserved from the ITAR
in any location. Removed sections,
paragraphs, and text locations appear as
strikethrough.

4. Any new general information text
sections that are derived from an existing
ITAR section which is not revised or
removed are identified in the “Model for”
column and the source material identified by
underlined text.

5. Where a section or paragraph is moved,
revised, and/or formed the basis for new text
elsewhere, it is identified by each font type
(e.g., the text of § 123.26 is revised and
moved and the section reserved, so it appears
in the table as bold struck through text).

6. Each level (to the sentence) of any
section affected by this rule is identified by
a unique row and then by font type within
the row. For example, the first six rows of the
table identify changes to §120.1. Row 1
shows § 120.1 in bold, indicating a change to
the text of the section title. Row two shows
paragraph (a) in bold, indicating a change to
the text of that paragraph. Row three shows
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paragraph (b) in bold, indicating a change to
the text of that paragraph. Row four shows
paragraph (1) under paragraph (b) in bold,
indicating a change to the text of paragraph
(b)(1). Row five shows paragraph (ii) in bold
and paragraph (2) in regular text under
paragraph (b), indicating a change in text to
paragraph (b)(2)(ii), but no change to the text
of paragraph (b)(2) itself. Finally, row six

shows paragraph (c) in italic and underlined,
indicating that the paragraph has been moved
(but not revised) and relocated to post-rule
location § 120.16 as well as providing the
basis for new text at § 120.15(b). Subsequent
rows show the new locations of paragraphs
within prior § 120.1(c).

7. Where consecutive paragraphs within a
section are affected in the same manner, they

are combined into a single row. See, e.g.,

§ 120.9, where paragraph (a)(1) is in a single
row and identified in italic as having been
moved to § 120.32(a)(1), and paragraphs (a)(2)
and (3) are in a single row and both
identified in bold and italic as having been
revised and moved to §120.32(a)(2) and (3).
BILLING CODE 4710-25-P
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120.1
(a)
{b)
(1)
(2) | (i)-(iii)
(c) 120.16 120.15(a)
(1) 120.16 | (a) & (b)
1-2 120.16 | (a)
(i)-(ii) 120.16 | (a)(1)-(2)
(iii) 120.16 | (a)(3)
3 120.16 | (b)
(2) 120.16 | (c)
(d) 120.15 | (b)
120.2
120.3 (a)
(b}
1to (a) and
to (a) and (b) (b)
(c) (1)-(2)
to § 120.3
120.4 (a)
4-5 120.12 | (a) 1-2
{b}
1 120.12 | (f)
{c) 120.12 | (b)(3)
(d) &
(2) 120.12 | (b)
(i)-(ii) 120.12 | (b)(1)-(2)
(3) 120.12 | ()
(i)-(ii) 120.12 | (c)(1)-(2)
1to(d) 120.42 | (a)-(d)
1 120.42 | (a) 1
2 120.42 | (b) 1
3 120.42 | () 1
4 120.42 | (d) 1
2 to (d) 120.42 | (a)-(d)
1 120.42 | (a) 2
2 120.42 | (b) 2
3 120.42 | () 2
4 120.42 | () 2
(e) 120.12 | (d)
f) 120.12 | (a) 3
(g) 120.12 | (e)
120.5
(a)
7 120.5 | (b)(1)
120.5 | (c)
{b) 120.5 | (b)(2)
120.6 120.31
1 120.31 | (a)
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2 12031 | (¢)
3 120.31 | (a)(1)
4 120.31 | (a)(2)
5 120.31 | (b)
120.7 120.36
(a) 120.36 | (a)
(b) 120.36 | (b)
120.8 120.37
120.9 120.32
(a) 120.32 | (a)
(1)-(3) 120.32 | (a)(1)-(3)
(b) 120.32 | (b)
120.10 120.33
(a) 120.33 | (a)
(1) 120.33 | (a)(1)
(2) 120.33 | (a)(2)
(3) 120.33 | (a)(3)
(4) 120.33 | (a)(4)
(b) 120.33 | (b)
120.11 120.34
(a) (6)-(8) 120.34 | (a)(6)-(8)
120.12 120.30
120.13 120.60
120.14 120.61
120.15 120.62
120.16 120.63
120.17 120.50
(a) 120.50 | (a)
(6) 120.50 | (a)(6)
120.18 120.53
120.19 120.51
(a) 120.51 | (a)
2) 120.51 | (a)(2)
(b) 12051 | (b)
120.20 120.57
120.57 | (a)
120.57 | (b)
120.21 120.57 | (d)
(a) 120.57 | (d)(1)
(b) 120.57 | (d)(2)
120.22 120.57 | (e)
120.23 120.57 | (f)
120.24 120.69
120.25 120.67
(a) (3) 120.67 | (a)(3)
32026
120.27 120.6
(a) 120.6
(1)-(3) 120.6 | (a)-{c)
(4) 120.6 | (c)
(5)-(10) 1206 | (e)-(j)
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Prior
Section

Level 1

Level 2

Level 3

Sentence

Note (#) to
paragraph/
section

Sentence

Post Rule
Location

Level

Sentence

Model for

£

(12)-(14)

120.6

(k)-(a)

15

120.6

(n)

16-18

120.6

(0)-(q)

120.23

(d)

(a)-(c)

120.23

(d)(1)-(3)

120.31

120.23

(a)

120.32

120.23

(b)

120.23

(b)(1)

2-3

120.23

(b)(2)

120.33

120.23

(e)

120.34

120.23

(8)

120.35

120.23

(f)

120.36

120.23

(h)

120.37

120.65

120.65

(a)

120.65

(b)

120.38

120.45

(a)-(c)

120.45

(a)-(c)

120.39

120.64

(a)

120.64

(a)

120.40

120.66

(a)

to 120.40

120.66

(b)

120.41

(a)

(1)-(2)

to (a)(1)

1to (a)(1)

(b)

(3)

(4)

to (a) and (b)

120.40

(a)

to (b)

120.42

(f)

120.42

(8)

1to (b)(3)

120.43

(b)(1)

2to (b)(3)

120.43

(a)

3to (b)(3)

120.43(b)

(b)(2)

4 to (b)(3)

120.42

120.42

(a)

120.42

(b)

120.42

(c)

120.42

(d)

120.42

(a)

120.42

(b)

120.42

(c)

O IN| [N |WIN |~

120.42

(d)

NINININ IR |R P |-

5to (b)(3)

120.42

(e)

1to (b)(4)
and (5)

2to (b)

2 to (b)(4)
and (5)

3to (b)
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120.42 120.58
120.44 120.39
120.45 120.40
(a) 120.40 | (b)
(b) 120.40 | (c)
(c)-(e) 120.40 | (d)-(e)
(f) 120.40 | (g)
(g) 120.40 | (h)
to (g) 120.40(h) | Note to (h)
(h) 120.40 | (i)
120.46 120.38
120.50 120.56
(a) 120.56 | (a)
120.51 120.52
(a) (1) 120.52 | (a)
120.54
(a) (4)
120.56
(b)
121.1
(a) 120.10 | (a)
(1) 120.10 | (b)
(2) 120.10 | (c)
(3) 120.10 | (d)
(b) 120.11
1 120.11 | (a)
(1) 120.11 | (a)(1)
(2) 1-3 120.11 | (a)(2)
2) 4 120.11 | (b)(1)
(2) 5 120.11 | (b)(2)
(2) 6 120.11 | (d)
Cat. |
(x)
Cat. Il
oA
(k)
(x)
Cat. Il
(a) 1 to (a)(10)
teo{eH15}
(e)
(x)
Cat. IV
(h) (30) to{hH36}
(i)
(x)
Cat. V
(h) (2)
to{h}
(i) 1to (i)

1]
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(x)
Cat. VI
(b) (4) to (b)(4)
(c) 1to (c)
(e)
(f) (5)
(9) i) | 2
(s)
(x)
Cat. Vil
(c) to (c)
(g) (14) (iii) 2
(h)
(x)
Cat.
Vil
(f) 1to (f)
(h) (20) to-{h){(26}
(i)
(x)
Cat. IX
(a) (11) to-{a}dl)
(b) (5) to{b}5}
(e) (3)
(x)
Cat. X
(a) (8) 1to (a)(8)
(d) (4) to{di4)
(e)
(x)
Cat. XI
(a) (3) (i) to (a)(3)(i)
(xii) to (a)(3)(xii)
(7) 1to (a)(7)
(c) (19) (i)
to{ei1s)
to (c)(19)(ii)
(d)
(x)
Cat. XIl
(b) (7) 1 to (b)(7)
(c) (10) 1 to (c)(10)
(d) (6) 1 to (d)(6)
(e) (23) to{e}(23}
(24) 1 to (e)(24)
(f)
(x)
to Cat. XII
Cat. Xl

(e)

(7)

1 to (e)(7)
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(f) (iii)
(i) (6)
U]
(x)
Cat.
XV
(f) (2) 1to (f)(2)
(8) facmzired
(m)
(n) 1to (n)
(x) to (x)
Cat. XV
(a) (7 3to (a)(7)
(11)
(13) 2
2 to (a)
(e) (18) 1 to (e)(18)
(21) tetel2h
(f)
(x)
Cat.
XVI
(e)
(x)
Cat.
XVII
(a)
Cat.
XVill
(f) 1to (f)
(g)
(x) to (x)
Cat. XIX
(f) (6) te{f6}
(g)
(x)
to (x)
Cat. XX
(a) (7 to (a)(7)
(8) 1to (a)(8)
(b) (1)
(d)
(x)
Cat. XXI
(a)
(b)
J24-6
122.1 (a) (1) 1 120.13(a)
(b) to (b) 120.15(a)
122.2 (a)

(b)

(1)

(2)
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122.4 (a) (1)
(b)
123.1 (a) 1 120.14(a)
(b)
(d)
123.4 (c) (1)
123.9 (b) (2)
123.15 (a)
€]
123.16 (a) 120.15(c)-(d)
(4)
(9)
123.17 (k)
12320
(a) 120.5 | (c)(1)
(b) 120.5 | (c)(2)
(c) 120.5 | (c)(3)
(1)-(3) 120.5 | (c)(3)i)-iii)
123.26 120.15 | (e)
123.27 (a) (1)
124.1 (a)
1 120.14b
124.2 (b)
(c) (4)
124.11 (a)
124.13 {b)
2 120.43 | (f)
3 120.43 | (f)
125.1 (a)
(e)
125.4 (a)
(c)
(1) 120.43 | (f)
(2) 120.43 | (g)
(3) 1-2 120.43 | (h)
3-4 120.43 | (i)
(4) 120.43 | (c)
(5) 120.43 | (d)
(6) 120.43 | (e)
frd
125-6
(a) 120.15 | (f)
(b) 120.15 | (f)
126.1 (c) (1)
126.5 (a)
(b)
1267 120.18
(a) 120.18 | (a)
(1) 120.18 | (a)(1)
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(2)-(4) 120.18 | (a)(2)-(4)
(5) 120.18 | (a)(s)
(6) 120.18 | (a)(6)
(7) 120.18 | (a)(7)
(8 120.18 | (a)(8)
{(b) 120.18 | (b)
(c) 120.18 | (¢)
(d) 120.18 | (d)
{e) 120.68 | (a)
(1) 120.68 | (a)(1)
(2)-(3) 120.68 | (a)(2)-(3)
1269 120.22
{a)-(c) 120.22 | (a)-(c)
12610 120.21
(a) 120.21 | (a)
{(b) 120.21 | (b)
(c) 120.21 | (c)
(d) 120.21 | (d)
(1)-(2) 120.21 | (d)(1)-(2)
12613 120.7 | (a)
12612 120.7 | (b)
126.13 (a) (1)
(3)
126.16 (g) (1)
(0) (1) (iii)
126.17 (g) (1)
(o) (1) {iii)
126.18 (a)
(b)
Supp. 1 Entry
to part 14 “I-
126 XXI”
Note 5
Note 12
127.1 (d)
127.11 (a)
127.12 (a)
1 120.19(b)
{c) (1) {i)-(ii)
(e)
128.1 120.20
128.2
129.2 (a)
(1)-(2)
(b) (2) (iii)
(v)-{vi)
129.3 (a) 120.13(b)
(d)
129.4 (a) 1 120.14(c)
(1)
129.5 (b)
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(c) (2)
129.6 (a) (2) (i)
(i)
129.8 (a)
(c) (1) (i)
(2)
(d) (1)
130.4

BILLING CODE 4710-25-C
Regulatory Analysis and Notices

Administrative Procedure Act

The Department of State is of the
opinion that controlling the import and
export of defense articles and services is
a military or foreign affairs function of
the United States Government and that
rules implementing this function are
exempt from sections 553 (rulemaking)
and 554 (adjudications) of the
Administrative Procedure Act (APA).
Although the Department is of the
opinion that this interim final rule is
exempt from the rulemaking provisions
of the APA, the Department is
publishing this rule as an interim final
rule and with a 45-day provision for
public comment and without prejudice
to its determination that controlling the
import and export of defense services is
a foreign affairs function.

Regulatory Flexibility Act

Since the Department is of the
opinion that this interim final rule is
exempt from the provisions of 5 U.S.C.
553, there is no requirement for an
analysis under the Regulatory
Flexibility Act.

Unfunded Mandates Reform Act of 1995

This amendment does not involve a
mandate that will result in the
expenditure by State, local, and tribal
governments, in the aggregate, or by the
private sector, of $100 million or more
in any year and it will not significantly
or uniquely affect small governments.
Therefore, no actions were deemed
necessary under the provisions of the
Unfunded Mandates Reform Act of
1995.

Congressional Review Act

This rulemaking has been found not
to be a major rule within the definition
of Small Business Regulatory
Enforcement Fairness Act of 1996.

Executive Orders 12372 and 13132

This rulemaking will not have
substantial direct effects on the States,
on the relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 13132,
it is determined that this rulemaking
does not have sufficient federalism
implications to require consultations or
warrant the preparation of a federalism
summary impact statement. The
regulations implementing Executive
Order 12372 regarding
intergovernmental consultation on
Federal programs and activities do not
apply to this rulemaking.

Executive Orders 12866 and 13563

Executive Orders 12866 and 13563
direct agencies to assess costs and
benefits of available regulatory
alternatives and, if regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety
effects, distributed impacts, and equity).
These executive orders stress the
importance of quantifying both costs
and benefits, of reducing costs, of
harmonizing rules, and of promoting
flexibility. Although the Department is
of the opinion that this rulemaking is
exempt from Executive Order 12866 as
this rule pertains to a military or foreign
affairs function of the United States as
provided in Section 3(d)(2), the
Department nevertheless has
determined that, given the nature of the
amendments made in this rulemaking,
there will be no change to any person’s
substantive rights or obligations as a
result of this rule, and the only cost to
the public, the cost of updating
compliance regimes to account for the
movement of regulatory text within the
ITAR, is less than the benefit to the
public in the increased utility of the

ITAR. Therefore, the benefits of this
rulemaking outweigh the cost. This rule
has been designated a ““significant
regulatory action,” although not
economically significant, by the Office
and Information and Regulatory Affairs
under Executive Order 12866.

Executive Order 12988

The Department of State reviewed this
rulemaking in light of sections 3(a) and
3(b)(2) of Executive Order 12988 to
eliminate ambiguity, minimize
litigation, establish clear legal
standards, and reduce burden.

Executive Order 13175

The Department of State determined
that this rulemaking will not have tribal
implications, will not impose
substantial direct compliance costs on
Indian tribal governments, and will not
preempt tribal law. Accordingly,
Executive Order 13175 does not apply
to this rulemaking.

Paperwork Reduction Act

This rule does not impose any new
reporting or recordkeeping requirements
subject to the Paperwork Reduction Act,
44 U.S.C. Chapter 35.

List of Subjects
22 CFR Parts 120, 121, and 125

Arms and munitions, Classified
information, Exports.

22 CFR Parts 122 and 123

Arms and munitions, Exports,
Reporting and recordkeeping.

22 CFR Part 124

Arms and munitions, Exports,
Technical assistance.

22 CFR Part 126
Arms and munitions, Exports.
22 CFR Part 127

Arms and munitions, Crime, Exports,
Penalties, Seizures and forfeitures.
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22 CFR Part 128

Administrative practice and
procedure, Arms and munitions,
Exports.

22 CFR Part 129

Arms and munitions, Brokers,
Exports.

22 CFR Part 130

Arms and munitions, Campaign
funds, Confidential business
information, Exports, Reporting and
recordkeeping requirements.

Amendatory Instructions

Accordingly, for the reasons set forth
above and under the authority of 22
U.S.C. 2778, and 22 U.S.C. 2779, the
Department of State amends title 22,
chapter I, subchapter M, parts 120
through 130 as follows:

m 1. Part 120 is revised to read as
follows:

PART 120—PURPOSE AND
DEFINITIONS

Subpart A—General Information

Sec.

120.1 General authorities.

120.2 Designation of defense articles and
defense services.

120.3 Policy on designating or determining
defense articles and services on the U.S.
Munitions List.

120.4 Commodity jurisdiction.

120.5 Relation to regulations of other
agencies.

120.6 U.S. criminal statutes.

120.7 Relations to other provisions of law.

120.8-120.9 [Reserved]

Subpart B—General Policies and Processes

120.10 Introduction to the U.S. Munitions
List.

120.11 Order of review.

120.12 Commodity jurisdiction
determination requests.

120.13 Registration.

120.14 Licenses and related authorizations.

120.15 Exemptions.

120.16 Eligibility for approvals.

120.17 End-use monitoring.

120.18 Denial, revocation, suspension, or
amendment of licenses and other
approvals.

120.19 Violations and penalties.

120.20 Administrative procedures.

120.21 Disclosure of information.

120.22 Advisory opinions and related
authorizations.

120.23 Organizations and arrangements.

120.24-120.29v [Reserved]

Subpart C—Definitions

120.30 Directorate of Defense Trade
Controls.

120.31 Defense article.

120.32 Defense service.

120.33 Technical data.

120.34 Public domain.

120.35 [Reserved]

120.36
120.37

Significant military equipment.
Major defense equipment.
120.38 Classified.

120.39 Foreign defense article or defense
service.

120.40 Compositional terms.

120.41 Specially designed.

120.42 Form, fit, function, performance
capability, equivalent, enumerated, and
catch-all control.

120.43 Development, production, and
related terms; Basic and applied
research.

120.44 [Reserved]

120.45 Maintenance levels.

120.46-120.49 [Reserved]

120.50 Export.

120.51 Reexport.

120.52 Retransfer.

120.53 Temporary import.

120.54 Activities that are not exports,
reexports, retransfers, or temporary
imports.

120.55 Access information.

120.56 Release.

120.57 Authorization types.

120.58 Subject to the Export Administration
Regulations (EAR).

120.59 [Reserved]

120.60 United States.

120.61 Person.

120.62 U.S. person.

120.63 Foreign person.

120.64 Regular employee.

120.65 Foreign ownership and foreign
control.

120.66 Affiliate.

120.67 Empowered official.

120.68 Party to the export.

120.69 Port Directors.

Authority: 22 U.S.C. 2651a, 2752, 2753,
2776, 2778, 2779, 2779a, 2785, 2794, 2797;
E.O. 13637, 78 FR 16129, 3 CFR, 2013 Comp.,
p. 223.

Subpart A—General Information

§120.1 General authorities.

(a) Authority and delegation. Section
38 of the Arms Export Control Act (22
U.S.C. 2778), as amended, authorizes
the President to control the export and
import of defense articles and defense
services. The statutory authority of the
President to promulgate regulations
with respect to exports of defense
articles and defense services is
delegated to the Secretary of State by
Executive Order 13637. This subchapter
implements that authority, as well as
other relevant authorities in the Arms
Export Control Act (22 U.S.C. 2751 et
seq.). The Secretary of State delegates
the authority to administer the
regulations in this subchapter to the
Deputy Assistant Secretary of State for
Defense Trade Controls, Bureau of
Political-Military Affairs.

(b) Authorized officials. (1) All
authorities administered by the Deputy
Assistant Secretary of State for Defense
Trade Controls pursuant to this
subchapter may be exercised at any time

by the Under Secretary of State for Arms
Control and International Security or
the Assistant Secretary of State for
Political-Military Affairs.

(2) The Deputy Assistant Secretary of
State for Defense Trade Controls
supervises the Directorate of Defense
Trade Controls, which is comprised of
the following offices:

(i) The Office of Defense Trade
Controls Licensing and the Director,
Office of Defense Trade Controls
Licensing, which have responsibilities
related to licensing or other approvals of
defense trade, including references
under this part and parts 123, 124, 125,
126, 129, and 130 of this subchapter.

(ii) The Office of Defense Trade
Controls Compliance and the Director,
Office of Defense Trade Controls
Compliance, which have
responsibilities related to violations of
law or regulation and compliance
therewith, including references
contained in parts 122, 126, 127, 128,
and 130 of this subchapter, and those
portions under this part and part 129 of
this subchapter pertaining to
registration.

(iii) The Office of Defense Trade
Controls Policy and the Director, Office
of Defense Trade Controls Policy, which
have responsibilities related to the
general policies of defense trade,
including references under this part and
part 126 of this subchapter, and the
commodity jurisdiction procedure
under this part.

§120.2 Designation of defense articles
and defense services.

The Arms Export Control Act (22
U.S.C. 2778(a) and 2794(7)) provides
that the President shall designate the
articles and services deemed to be
defense articles and defense services for
purposes of import or export controls.
The President has delegated to the
Secretary of State the authority to
control the export and temporary import
of defense articles and services. The
items designated by the Secretary of
State for purposes of export and
temporary import control constitute the
U.S. Munitions List (USML) specified in
part 121 of this subchapter. Defense
articles on the USML specified in part
121 of this subchapter that are also
subject to permanent import control by
the Attorney General on the U.S.
Munitions Import List enumerated in 27
CFR part 447 are subject to temporary
import controls administered by the
Secretary of State. Designations of
defense articles and defense services on
the USML in part 121 of this subchapter
are made by the Department of State
with the concurrence of the Department
of Defense. The scope of the USML shall
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be changed only by amendments made
pursuant to section 38 of the Arms
Export Control Act (22 U.S.C. 2778). For
a designation or determination on
whether a particular item is enumerated
on the USML, see § 120.4.

§120.3 Policy on designating or
determining defense articles and services
on the U.S. Munitions List.

(a) For purposes of this subchapter, a
specific article or service may be
designated a defense article (see
§120.31) or defense service (see
§120.32) if it:

(1) Meets the criteria of a defense
article or defense service on the U.S.
Munitions List (USML) (part 121 of this
subchapter); or

(2) Provides the equivalent
performance capabilities of a defense
article on the USML.

(b) For purposes of this subchapter, a
specific article or service shall be
determined in the future as a defense
article or defense service if it provides
a critical military or intelligence
advantage such that it warrants control
under this subchapter.

Note 1 to paragraphs (a) and (b): An article
or service determined in the future pursuant
to this subchapter as a defense article or
defense service, but not currently on the
USML, will be placed in Category XXI of
§ 121.1 of this subchapter until the
appropriate category of the USML has been
amended to provide the necessary entry.

(c) A specific article or service is not
a defense article or defense service for
purposes of this subchapter if it:

(1) Is determined to be under the
jurisdiction of another department or
agency of the U.S. Government (see
§120.5) pursuant to a commodity
jurisdiction determination (see § 120.4)
unless superseded by changes to the
USML or by a subsequent commodity
jurisdiction determination; or

(2) Meets one of the criteria of
§120.41(b) when the article is used in
or with a defense article and specially
designed is used as a control criteria.

Note 2 to §120.3: The intended use of the
article or service after its export (i.e., for a
military or civilian purpose), by itself, is not
a factor in determining whether the article or
service is subject to the controls of this
subchapter.

§120.4 Commodity jurisdiction.

(a) The commodity jurisdiction
procedure is used with the U.S.
Government if doubt exists as to
whether an article or service is covered
by the U.S. Munitions List (USML). It
may also be used for consideration of a
redesignation of an article or service
currently covered by the USML. The
Department must provide notice to

Congress at least 30 days before any
item is removed from the USML.

(b) The procedure for submitting a
Commodity Jurisdiction Determination
Request to the Directorate of Defense
Trade Controls is set forth in § 120.12.

§120.5 Relation to regulations of other
agencies.

(a) The Department of Justice, the U.S.
Munitions Import List (USMIL), and
permanent imports. Defense articles and
defense services covered by the U.S.
Munitions List set forth in this
subchapter are regulated by the
Department of State (see also § 120.2) for
purposes of export, reexport, retransfer,
and temporary import. The President
has delegated the authority to control
the permanent import of defense articles
and services to the Attorney General.
The defense articles and services
controlled by the Secretary of State and
the Attorney General collectively
comprise the U.S. Munitions List under
the Arms Export Control Act. As the
Attorney General exercises independent
delegated authority to designate defense
articles and services for purposes of
permanent import controls, the
permanent import control list
administered by the Department of
Justice has been separately labeled the
U.S. Munitions Import List (27 CFR part
447) to distinguish it from the list set
out in this subchapter. In carrying out
the functions delegated to the Attorney
General pursuant to the Arms Export
Control Act, the Attorney General shall
be guided by the views of the Secretary
of State on matters affecting world peace
and the external security and foreign
policy of the United States.

(b) The Department of Commerce and
the Export Administration
Regulations—(1) Export of items subject
to the Export Administration
Regulations by authority of the
Department of Commerce. The
Department of Commerce regulates the
export, reexport, and in-country transfer
of items on the Commerce Control List
and other items subject to its
jurisdiction, as well as certain activities
performed by U.S. persons, including
those that may contribute to the
proliferation of weapons of mass
destruction, under the Export
Administration Regulations (EAR) (15
CFR parts 730 through 774).

(2) Export of items subject to the EAR
by authority of the Department of State.
A license or other approval (see
§120.57) from the Department of State
granted in accordance with this
subchapter may also authorize the
export of items subject to the EAR (see
§120.58). An exemption (see § 120.57
and parts 123, 124, 125, and 126 of this

subchapter) may only be used to export
an item subject to the EAR that is for use
in or with a defense article and is
included in the same shipment as any
defense article. Separate approval from
the Department of Commerce is not
required for these items. No exemption
under this subchapter may be utilized to
export an item subject to the EAR if not
accompanied by a defense article. Those
items subj